Part II begins on page 14379

—

VOLUME 29

1934 <P
UNjTED °

Pages 14349-14395

PART 1

EGISTER

NUMBER 204

Woashington, Safurday, October 17, 1964

AGRICUI;TURAI. MARKETING
SERVICE

" Rules and Regulations .
ILemons grown in California and
Arizona; handling limitation... 14355

Limitations of shipments:
Colorado; potatoes, Irish..._.. 14355
Florida:
Grapefruit 14354
Oranges 14354
‘Tangelos 14353
Tangerines 14353
Proposed Rule Making
Oranges, grapefruit, tangerines,
and tangelos grown in Florida;
proposed expenses and rate of
assessment for 1964-65 fiscal
period 14367

AGRICULTURAL RESEARCH
SERVICE

Rules and Regulations
Scabies in sheep; permitted dips,
substances allowed____________ 14356

AGRICULTURAL STABILIZATION
AND CONSERVATION SERVICE

Notices
Organization and functions; dele-
gations of authority——_...__._ 14371

AGRICULTURE DEPARTMENT
See also Agricultural Marketing
Service; Agricultural Research
Service; Agricultural Stabiliza-
tion and Conservation Service.
Rules and Regulations
Agricultural stabilization and con-
servation committees; eligibility
and removal from dJffice or em-
ployment

ARMY DEPARTMENT
See Engineers Corps.

CIVIL AERONAUTICS BOARD

14351

Notices
Hearings, etc.:
Kenting Aviation, Litd__—______ 14372
Supplemental air service pro-
ceeding. 14372

No. 204—Pt. I—1

Contents

- COMMERCE DEPARTMENT

See International Commerce Bu-
Teau.

DEFENSE DEPARTMENT
See Engineers Corps.
ENGINEERS CORPS

Rules and Regulations
Public use of certain reservoir
areas; addition areas_————____ 14364

FEDERAL AVIATION AGENCY

Rules and Regulations

Alterations:
Control area and jet routes...- 14358
Federal airways (2 documents) . 14357
Designations: .
Control zone__. 14358
Control zone and transition
area 14357
Federal airway segment_________ 14357
Transition area, Federal airway
and control zone; alteration and
designation 14358
Proposed Rule Making
Flight test areas 14368
Maintenance log. 14367

FEDERAL COMMUNICATIONS
COMMISSION

Notices
Hearings, ete.. i
Great Northern Broadcasting
System and Midwestern

Broadcasting Co__—____.____ 114372
Indian River Broadcasting Co.
© (WIRA) 14372

South Jersey Television Cable

Co., and South Jersey Televi-

sion Cable Co_———______ 14372
Triangle Publications Inc. (Ra~

dio and Television Division) __ 14373

FEDERAL MARITIME
COMMISSION

Notices
Agreements filed for approval:
Fern Line and Pacific/Indo-
nesian Conference...o..__. 143173
Fern Line and Pacific-Straits
Conference. 14373
Red Sea and Gulf of Aden/U.S.
Atla.}:_xtic and Gulf Rate Agree-
ment.

14373

Seatrain Lines, Inec.; application
of raiﬁs,anshipmnks.in raiiread
cars.

FEDERAL RESERVE SYSTEM

Notices

Clayton Bancshares Corp.; order
denying application......_ ... 14374

FOOD AND DRUG
ADMINISTRATION

Proposed Rule Making

Neomycin sulfate, triacetylolean-
domycin, oxytetracycline, poly-
myxin B sulfate, and tyrothri-
cin; proposed certification pro-
cedure and tests and methods of

© assay. .

Oleomargarine identity standards;
food additives delta-decalactone
and delta-dodecalactone.....__ 14367

Notices

Delmonico Foods, Inc.; macaroni
and spaghetti deviating from
identity standard; extension of
temporary permit to cover mar-
ket testing.

Sherwin-Williams Co.; filing of
petition regarding food additives
resinous and polymeric coat-
ings

GENERAL ACCOUNTING
OFFICE

Rules and Regulations

Passenger transportation service
for account of United States;
use of designated agentS...... 14351

HEALTH, EDUCATION, AND
WELFARE DEPARTMENT
See Food and Drug Administra-

tion.
INDIAN AFFAIRS BUREAU

Rules and Regulations -

Membership roll of Poneca Tribe of
Native Americans of Nebraska;
eligibility for enrollment _.___ 14359

Tribes organized under section 16
of the Indian Reorganization

~ Act; secretarial elections_——__. 14359

(Continued on next page)
14349

14374

14380

14372

14372




14350
INTERIOR DEPARTMENT

See Indian Affairs Bureau; Land
Management Bureau;- Mines
Bureau. ’

INTERNAL REVENUE SERVICE

Rules and Regulations

Liquors and articles from Puerto
Rico and Virgin Islands; im-
portation of distilled spirits,
wines and beer; containers of-
less than one-half pint...__.____ 14364

Traffic in containers of distilled
spirits; distilled spirifs plants_. 14361

INTERNATIONAL COMMERCE
BUREAU :

Notices e

Moens & Co., and Marcel Moens;
order temporarily denying ex-
port privileges_ e

CONTENTS

INTERSTATE COMMERCE
COMMISSION

Notices
Motor carrier transfer proceed-
ings 14375

LAND MANAGEMENT BUREAU

Rules and Regulations
Acquired Lands Leasing Act; sup-
plemental information_________

MINES BUREAU

Rules and Regulations

Minimum requirements; interpre-
tations under Federal Coal Mine
Safety Act of 1952__ __________

Codification Guide

SECURITIES AND EXCHANGE
COMMISSION

Notices
Oregon King Consolidated Mines,
Inc.; hearing

SMALL BUSINESS
ADMINISTRATION
Proposed Rule Making

Small business investment com-
panies
-TREASURY DEPARTMENT

See Internal Revenue Service.

VETERANS ADMINISTRATION

Rules and Regulations
Procurement regulations; miscel-
laneous amendments____._.____.

14375

14369

The following numerical guide is « list of the parts of each fitle of the Code of Federal Regulations affected by
documents published in today’s issue. A cumulative list of parts affected, covering the current month to date,
appears at the end of each issue beginning with the second issue of the month.

A cumulative guide is published separately

at the end of each month. The guide lists the parts and sections '

affected by documents published since January L 1964, and specifies how they are affected.

4 CFR 21 CRR " b 14363 -
51 14351 PROPOSED RULES: - -
45 14367 ‘43 CFR
121 14857 3210 o 14366
7 CFR ] 146. 14380 / =
305 4d ' ts) 14353 iiggi }'2311.11 iiggg ’
0CUMents) oo , * 148n 14380 Volume 77
910 14355 ——
148p 14380
948 14355 148y 14380
PROPOSED RULES: » -1 UNITED STATES STATUTES
905 14367 25 CFR AT LARGE
433, 14359
[88th Cong., 1st Sess.]
9 CFR 52 14359 - comtains 1 d_ ’ t .
ontains laws and concurrent resolutions
4 14356 26 CFR enacted by the Gongress during 1963, re-
175 14361 organization plan, and Presidential proc-
lamations. Included is a numerical list-
13 CFR gg(l) iiggi ing of bills enacted into public and private
PROPOSED RULES: 951 14364 law, and a guide to the legislative history
107 ° 14369 of bills enacted into public law.
‘ 30 CFR © Price: $7.50
45 14364 . .
14 CFR 3 36 CFR . Published by Office of the Federal Register,
. National Archives and Records Service
71 [New] (7 documents) —___ 14357, 14358 p At 4
75 [New] 14358 311 N 14364 AGenerul Services Admlmsirah_on
PROPOSED RULES: . : Order from Superintendent of Documents,
40 - 14367 41 CFR . Government Printing Office,
49 14367 8-3 14365 Washington, D.C. 20402
91 [New]_: . - 14368 8-4 14365
ot \ .
SE ~ ,
FE]]ERAL REG]ST ER Published daily, Tuesday through Saturday (no publication on.Sundays, Mondays, or
L on tl;e day aétqr an omcéal Federal holiday), by the Office of the Federal Register, National
%, Archives and Records Service, General Services Administratioh (mail address National
Area Code 202 3,34 o Phono 963-3261 'Archives Building,- Washington, D.C, 20408), pursuant to the awthority contained In the

Federal Register Act, approved July 26, 1935 (49 Stat. 500, as amended; 44 U.S.C., ch. 8B), under regulations prescribed by the Admin-
istrative Committee of the Federal Register, approved by the President (1 CFR Ch. I). Distribution is made only by the Superintendent
of Documents, Government Printing Office, Washington, D.C. 20402. .

The FepEran REGISTER Will be furnished by mail to subscribers, free of postage, for $1.50 per month or $15.00 per year, payable in
advance. The charge for individual copies (minimum 15 cents) varies in proportion to the size of the issue. Remit check or money
order, made payable to the Superintendent of Documents, Government. Printing Office, Washington,-D.C. 20402.

The regulatory material appearing herein is keyed fo the Cope oF FEDERAL REGULATIONS, which is published, under 50 titles, pur-~
suant to section 11 of the Federal Register Act, as amended. The CobE. oF. FEDERAL REGULATIONS. is sold by the Superintendent of
Documents. Prices of books and pocket supplements are listed in the first FEpERAL REGISTER issue of each month.

There are no restrictions on the republication of material appearing in the FEDERAL REGISTER or the CODE OF FEDERAL REGULATIONS.



Title 4—ACGOUNTS

Chapter I—General Accounting Office
SUBCHAPTER D-—TRANSPORTATION

PART 5T1—PASSENGER TRANSPOR-
TATION SERVICE FCR THE AC-
COUNT OF THE UNITED STATES

Use of Designated Agents

A new § 51,223 is added to permit the
signing of transportation requests by
designated agents

Section 51.22a is added as follows

-§ 51.22a Use of designated agents.

When the head of a department,
agency, or other establishment of the
United States Government determines
thaet it Is in the interest of more eco-
nomical and eficient proturement of
passenger transportation, persons named
by him as “designated agents” may sign
t:;'ansportatmn requests in lieu of trav-
elers.

[sEAL] JOSEPH CAMPBELL,
Comupiroller General
of the United States.
[F.R. Doc. 64-10623; Filed, Oct. 16, 1964;
8:47 a.m.]

Title 7—AGRICULTURE

Subtitle A—Office of the Secretary of -

Agriculture
[Amdt. 9]

'PART 7—AGRICULTURAL STABILIZA-
TION AND CONSERVATION COM-
MITTEES

Subparl—Selection and Functions of -

Agricultural Stabilization and Con-
servation County and Community
Committees

_ELIGIBILITY AND REMOVAL FROM OFFICE OR
. EMPLOYMENT

By virtue of the authority vested m’

-the Secretary of "Agriculture by the Soil
Conservation and Domestic Allotmeént
Act of 1936, as amended, the regulations
_in this subpart published in the FepERAL
RecrsTer of March 23, 1961 (26 F.R.
2451), June 22, 1961 (26 F.R. 5555), April
25, 1962 (27 F.R. 3911), July 21, 1962 (27
F.R. 6921), November 16, 1962 (27 FR.
11312), March 1, 1963 (28 FR. 1979),
July 11, 1963 (28 F.R. 7067), August 10,
1963 (28-F.R. 8239), and October 9, 1963
(28 F.R. 10813) are furtheramended to:
(1) Eliminate excess wording and im-
prove clarity; (2) eliminate the word
“seriously” §§7.15,” 7.16, 7.28, 7.29,-and
7.30; (3) eliminate in the foregoing sec-
tions provision that fraud committed,
attempted, or conspired, must have been
in the conduct of the person’s office or
employment; (4) add as a basis for dis-
qualifying a -former committeeman or

employee for future service or employ-
ment the same reasons, except incom-
petency, used to suspend and remove &
current committeeman or employee; (5)
eliminate in § 7.29 that the county office
manager will act on a response to an
employee suspended by him and provide
that the county committee will receive
and act on such g response; (6) add new
paragraphs to §§ 7.28 and 7.29 conceri-
ing suspension and removal of a com-
mifteeman or employee who, prior to be-
coming such, committed, attempted, or
conspired to commit fraud, or who im-
peded the effectiveness of programs ad-
ministered in the county; and (7)
change § 7.31 from “Right of appeal” to
“Right of review.” The regulations in
this subpart are, therefore,-amended as
follows:

ELIGIBILITY JREQUIREMENTS

§7.15 County committeemen, commu-
nity committeemen, and delegates.
* * * * *

(e) Not have been removed as g county
committeeman, community committee~
man, delegate, alternate to any such of-
fice, or as an employee for failure to
perform the duties of his office, or com-~
mitting, or attempting, or conspiring fo
commit fraud, or incompetency, or im-
peding the effectiveness of any program
administered in the county, unless such
disqualification is waived by the State
committee or the Deputy Administrator;
(f) Not have been disqualified for fu-
ture service because of a determination
by a State committee that during pre-
vious service as a county committeeman,
community committeeman, delegate, al-
ternate to any such office, or as an em-
ployee, he failed to perform the duties
of his office or employment, or he com-
mitted, attempted, or conspired to com-
mit fraud, or he impeded the effective-
ness of any program administrered in
the county, unless such disqualification is
waived by the State comnuttee or the
Deputy Admlmstratm H

* * *
§7.16 Al other personnel.
* * * T % *

(¢) The county office manager or any
other employee must not have been re-
moved as & county committeeman, com-~
munity committeeman, -delegate, alter-
nate to any such office, county office
manager, or other employee for failure to
perform the duties of his office, or com-
mitting, or attempting, or conspiring to

_coramit fraud, or incompetency, or im-

peding the effectiveness of any program
administered in the county, unless such
disqualification is waived by the State
committee or the Deputy Administrator;

(d) The county office manager and
other employees must not have been dis-
qualified for future employment, because
of a determination by a State committee
that during previous service as a county
committeeman, community committee~

Rules and Rég;ﬂations

man, delegate, alternate to any such
office, or as an employee, he failed to
perform the duties of his office or em-
ployment, or he committed, attempted,
or conspired to commit fraud, or he ims
peded the effectiveness of any program
administered in the county, until such
disqualification is waived by the State
committee or the Deputy Administrator.

* * * * E ]
REMoOVAL FroM OFFICE OR EMPLOYMENT

§7.28 County and community commit-
teemen, and delegates to county con-
vention.

(a) Any county committeeman, com-
munity committeeman, delegate to the
county convention, or any alternate to
any such office, who fails to perform the
duties of his office, or who commits, or
attempts, or conspires to commit fraud,
or is incompetent, or who impedes the
effectiveness of any program adminis-
‘tered in the county, or who violates the

*provisions of §7.27 (e) or (f), shall be

suspended by the State committee. Any
such person who is under formal inves-
tigation for any of the above cited rea-
sons may be suspended by the State com-
mittee. Any person suspended under
the provisions of this paragraph shall be
given a written statement of the reasons
for such action and 15 days from the
date of mailing in which to advise the
State committee in writing, in person,
or both, why he-should be restored to
duty. The State committee, following
such further investigation as is deemed
necessary, shall either restore to duty
or remove the suspended person. In the
event further investigation develops rea-
sons, in addition to those disclosed in the
suspension notice, for the action taken,
the suspended person shall be given
written notification of such additional
reasons and 15 days from the date of
mailing in which to advise the State
commiftee why he should be restored to
duty. In the event & person under sus-
pension submits his resignation, or his
term expires, acceptance thereof shall
not prevent a determination by the State
committee that he would have been re-
moved had he remained in the position,
and such a determination shall consti-
tute removal within the meaning of
§§ 7.15(e), 7.16(c), and 7.31. The person
so removed shall be given written notifi-
cation of any such determination and
the reasons therefor.
* E 3 L] . * *

(c) Any former county committee-
man, community comrmtteeman, dele-
gate, or any alternate to any such office,
who during such term of office failed to
perform the duties of his office, or com-
mitted, attempted, or conspired to com-
mift fraud, or who impeded the effective-
ness of any program administered in the
county, or who violated the provisions of
§ 7.27 (e) or (f) may be disqualified from
future service or employment by the
State committee. Before any such dis-
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qualification determination is made, the
State committee shall undertake such
investigation as it deems necessary after
which the State committee shall give the
affected person a written statement of
reasons for the proposed disqualification
action. Such person shall have 15 days
from "the date of mailing fo advise in
writing, in person, or both, why the ac-
fion should not be taken. If any further
investigation develops substantial addi-
tional reasons for disqualification, the
person involved shall be given a written
statement of such reasons and 15 days
from the date of mailing in which fo
respond.

(d) Any county committeeman, com-
munity committeeman, delegate to the
county convention, or any alternate to
any such office, who, prior to taking his
present office, committed, or attempted,
or conspired to commit fraud, or who im-
peded the effectiveness of any program
administered in the county, may be sus-
pended by the State committee. Any
such person who is under formal investi-
gation for any of the above cited reasons
may be suspended by the State commit-
tee. The proceedings under this para-
graph shall be the same as in paragraph
(a) of this section.

§ 7.29 County office personnel.

(a) Any county office manager who
fails to perform the duties of his employ-
ment, or who commits, or attempts, or
conspires to commit fraud, or is incom-
petent, or who impedes the effectiveness
of -any program administered in the
county, or who violates the provisions of
§ 7.27 (e) or (), shall be suspended by
the county committee, or State commit-
tee. Any county office manager who is
under formal investigation for any of
the above cited reasons may be sus-
pended by the county committee or State
committee. A person suspended under
the provisions of this paragraph shall
be given a written statement of the rea-

sons for such action and 15 days from -

the date of mailing in which to advise
the committee which made the suspen-
sion, in writing, in person, or both, why
he should be restored to duty. The com-
mittee which made the suspension fol-
lowing such further investigation as is
deemed necessary, shall either restore
to duty or remove the suspended person;
except that, the county committee may
not restore a suspended person to duty
without prior written approval of the
State committee, and upon refusal of
such approval shall promptly remove
such person. Ubpon refusal or failure of
the county committee promptly to re-
move the suspended person, the State
committee shall remove such person. In
the event further investigation develops
reasons, in addition to those disclosed in
the suspension notice, for the action
taken, the suspended person shall be
given written notification of such addi-
tional reasons and 15 days from the date
of mailing in which to advise why he
should be restored to duty. In the event
a person under suspension submits his
resignation, acceptance thereof shall not
prevent a determination by the county
committee, or State committee, that he
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would have been removed had he re-
mained in the position, and such a de-
termination- shall constitute removal
within the meaning of §§ 7.15(e), 7.16(e),
and 7.31, The person so removed shall
be given written notification of any such
determination and the reasons therefor.

(b) Any employee, other than the
county office manager, who fails to per-
form the dufies of his employment, or
who commits, or attempts, or conspires
to commit fraud, or is incompetent, or
who ‘impedes the effectiveness of any
program administered in the county, or
who violates the provisions 6f § 7.27 (e)
or (), shall be suspended by the county
office manager, county committee, or
State committee. Any employee who is
under formal investigation-for any of
the above cited reasons may be sus-
pended by the county office manager,
county committee, or State committee.
A person suspended under the provisions
of this paragraph shall be given a written
statement of the reasons for such action
and 15 days from the date of mailing in
which to advise the county commitiee,
or the State committee if it ade the
suspension, in writing, in person, or both,
why he should be restored to duty. The
county committee, or the State commit-
tee if it made the suspension, following
such further investigation as is deemed
necessary, shall either restore to duty or
remove the suspended person; except
that, the county committee may not re-
store a suspended person to duty without
prior written approval of the State com-~
mittee, and upon refusal of such ap-
proval shall promptly remove such per-
son. Upon refusal or failure of the
county committee promptly to remove
the suspended person, the State com-~
mittee shall remove such person. In the
event further investigation develops
reasons, in addition to those disclosed in
the suspension notice, for the action
taken, the suspended person shall be
given written notification of such ad-
ditional reasons and 15 days from the
date of mailing in which to advise why
he should be restored to duty. In the
event a person under suspension submits
his resignation, acceptance thereof shall
not prevent a determination by the
county committee, or the State com-
mittee, that he would have been removed
had he remained in the position and
such a determination shall constitute
removal within the meaning of §§7.15
(e), 7.16(c), and 7.31. The person so
removed shall be given written notifica~
tion of any such determination and the
reasons therefor.

(c) Any former county office manager
or other employee who during his term
of employment failed to perform the
duties of his employment, or who com-
mitted, attempted, or conspired to com-
mit fraud, or who impeded the effective-
ness of any program administered in the
county, or who violated the provisions of
§ 7.27(e) or (), may be disqualified from
future service or employment by the
State committee. Before any such dis-
qualification determination is made, the
State committee shall undertake such in-
vestigation as it deems necessary, after
‘which the State committee shall give the

affected person a written statement of
reasons for the proposed disqualification
action. Such person shall have 15 days
from the date of mailing to advise in
writing, in person, or both, why the ac-
tion should not be taken. If any further
investigation develops substantial addi-
tional reasons for disqualification, the
person involved shall be given a written
statement of such reasons and 15 days
from.the date of mailing in which to
respond.

(d) Any county office manager who,
prior to taking his present office or em-~
ployment, committed, or attempted, or
conspired to commit fraud, or who im-~
peded the effectiveness of any program .
administered in the county, may be sus-
pended by the county committee or State
committee. Any county office manager
who is under -formal investigation for
any of the above cited reasons may be
suspended by the county committee or
State committee. The proceedings un-

_der this paragraph shall be the same as

in paragraph (a) of this section.

(e) Any employee, other than the
county office manager, who, prior to
taking his present office or employment,
committed, or attempted, or conspired
to commit fraud, or who impeded the
effectiveness of any program adminis-
tered in the county, may be suspended
by the county office manager, county
committee, or State committee. Any
employee ‘who is under formal investi-~
gation for any of the above cited rea-
sons may be suspended by the county
office manager, county committee, or
State committee. The proceedings un-
der this paragraph shall be the same
as in paragraph (b) of this section.

§ 7.30 Delegation of authority to deputy
administrator.

Notwithstanding the authority vested
in the State committee, a county com-
mittee, and the county office manager
by these regulations, the Deputy Admin-
istrator shall have authority to suspend
and remove any county committeeman,
community committeeman, delegate to
the county convention, an alternate to
any such office, county office manager,
or other county employee, for any and
all of the reasons and causes authorizing
such suspension and removal by the
State committee, the county committee,
or the county office manager. When the
Deputy Administrator suspends any per-
son hereunder he shall give a written
statement of the reasons for such action.
Any person suspended shall have 15 days
from date of mailing in which to advise
the Deputy Administrator in writing, in
person, or both, why he should be re-
stored to duty. The Deputy Adminis-
trator following stich further investiga-
tion as he deems necessary shall either
restore to duty or remove the suspended
person. In the event further investiga-
tion develops reasons for the action
taken, in addition to those disclosed in
the suspension notice, the suspended per-
son shall be given written notification of
such additional reasons and 15 days from
date- of mailing within which to advise
the Deputy Administrator why he should
be restored to duty. .
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§ 7.31 Right of review.

Any person removed from employment
by the county commitiee under the pro-
visions of § 7.29 (a) or (b), or § 7.27 (e)
or (f) shall have the right to present; to
the State committee reasons in writing,
in person, or both, as to why he should
be restored to duty. The State commit-
tee may either uphold the decision of the
county commiftee or order. the person
restored to duty. If the person removed
is dissatisfied with the decision of the
State committee, he may present the
reasons in -writing, in person, or both, to
the Deputy Administrator as to why he
should be restored to duty.- The Deputy
Administrator may uphold -the decision
of the county committee or order the
person restored to duty. Any person re-
moved from office or employment or dis~
qualified for future office or employment
by the State committee under the provi-
sions of §§17.27 (e) and f), 7.28, 7.29,
or 7.30 shall have the right to present
to the Deputy Administrator reasons in
writing, in person, or both, as, to why
he should be restored to duty or have the
disqualification removed. The Deputy
Administrator may uphold the decision
or order the person restored to duty, or
order the disqualification removed. Any
person removed from office or employ-
ment by the Deputy Administator under
the provisions of § 7.30 shall have the
right to request the Deputy Administra-
tor for a reconsideration of ‘his decision
and to present reasons therefor in writ-
ing, in person, or both. Any presenta-
tion shall be in accordance with such

- procedure as the-Deputy Administrator

may prescribe. Notice-of any presenta--

tion under this section must be filed
within 30 days of the date the notice of
removal or dzsquahﬁcatlon decision is
mailed to any such person.

CHARLES S. MURPHY,
- _ Acting Secretary.

OcCTOBER 13, 1964.

[F.R. Doc. 64-10640; Filed, Oct. 16, 1964;
8:49 am.]

Chapter IX—Agriculiural Marketing
Service (Marketing Agreements and
Orders; Fruits, Vegetables, Tree
Nuts), Department of Agriculture

[Tangerine Reg. 20

PART 905—ORANGES, GRAPEFRUIT,
TANGERINES, AND TANGELOS
GROWN IN FLORIDA

Limitation of Shipmenis
§ 905.429 ‘Tangerine Regulation 20. *

(a) Findings. (1) Pursuant to the
marketing agreement, as amended, and
Order No.-905, as amended (7 CFR Part
905), regulating the handling of oranges,
grapefruit,” tangerines, and tangelos
grown in Florida, effectivé under the
applicable provisions of the Agricultural
Marketing Agreement Act of 1937, as
amended (7 U.S.C. 601-674), and upon
the basis of the recommendations of the
committees established under the afore-
sald amended marketing agreement and
order, and upon other available informa-
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tion, it is hereby found that the limita-
tion of shipments of tangerines, as here-
inafter provided, will tend to effectua.te
the declared policy of the act.

(2) Itishereby further found thatitis
impracticable and contrary to the public
interest to give preliminary notice, en-
gage in public rule making procedure,
and postpone the effective date of this
section until 30 days after publication
thereof in-the FEDERAL REGISTER (5 U.S.C.
1001-1011) because the time intervening
between the date when information upon
which this section is based became avail-
able and the time when this section must
become effective-in order to effecfuate the
declared policy of the act is insufficient;
a reasonable time is permitted, under
the circumstances, for preparation for
such effective time; and good cause
exists for making the provisions hereof
effective as hereinafter set forth. Ship-
ments of tangerines, grown in the pro-
duction area, are presently subject to
regulation by grades and sizes, pursuant
to the amended marketing agreement
and order; the recommendation and sup-
porting information for regulation dur-
ing the period specified herein were
promptly submitted to the Department
after an open meeting of the Growers
Administrative Committee on October
13, 1964, such meeting was held to con-
sider recommendations for regulation,
after giving due notice of such meetfing,
and interested persons were afforded an
opportunity to submit their views at this
meeting; the provisions of this section,
including the effective time hereof, are
identical with the aforesaid recommen-
dation of the committee, and informa-
tion concerning such provisions and ef-
fective time has been disseminated
among handlers of such tangerines; it is
necessary, in order to effectuate the de-
clared policy of the act, to make this sec-

- tion effective during the period herein-

after set forth so as to provide for the
continued regulation”of the handling of
tangerines, and compliance with this
section will not require any special prep-
aration on the part of the persons sub-
ject thereto which cannot be completed
by the effective time hereof.

. (b) Order. (1) Terms used in the
amended marketing agreement and or-
der shall, when. used herein, have the
same meaning as is given to the respec-
tive term in said amended marketing
agreement and order; and terms relat-
ing to grade, diameter, and standard
pack, as used herein, shall have the same
meaning as is ‘given to the respective
term in the United States Standards for
Florida 'Tangerines (§§51.1810-51.1834
of this title). -

(2) During the period beginning at
12:01 g.am., e.s.t., October 19, 1964, and
ending at 12:01 a.m., e:s.t., November 16,
1964, no handler shall ship between the
production area and any point outside
thereof in the continental United States,
Canada, or Mexico: -

(i) Any tangerines, grown in the pro-
duction area; which do not grade at least
U.S. No. 1 Russet; or

(ii) Any tangerines, grown in the pro-
duction area, which are of g size smaller
than 294¢ inches In diameter, except
that a tolerance of 10 percent, by count,
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of tangerines smaller than such mini-
mum diameter shall be permitted, which
tolerance shall be applied in accordance
with the provisions for the application of
tolerances specified in said United States
Standards for Florida Tangerines.

(Secs. 1-19, 48 Stat, 31, as amended; 7
US.C. 601-674)

Dated: October 15, 1964.

PaAvuL A. NICHOLSON,
Deputy Director, Fruif ang
_ Vegelable Division, Agricul-
tural Marketing Service.

[FR. Doc. 64-10652; Filed, Oct. 16, 1964;
8:50 am.]

[Tangelo Reg. 21]

PART 905—ORANGES, GRAPEFRUIT,
TANGERINES, AND TANGELOS
GROWN IN FLORIDA

Limitation of Shipments

§905.430 Tangelq Regulation 21.

(a) Findings. (1) Pursuant to the
marketing agreement, as amended, and
Order No. 905, as amended (7 CFR Part
905) , regulating the handling of oranges,
grapefruit, tangerines, and tangelos
grown in Florida, effective under the ap-
plicable” provisions of the Agricultural
Marketing Agreement Act of 1937, as
amended (7 U.S.C. 601-674), and upon
the basis of the recommendations of the
committees established under the afore-
said amended marketing agreement and
order, and upon other available infor-
mation, it is hereby found that the limi-
tation of shipments of tangelos, as here-
inafter provided, will tend to effectuate
the declared policy of the act.

(2) It is hereby further found that it
is impracticable and contrary to the pub-
lic interest to give pr ary notice,
engage in public rule making procedure,
and postpone the effective date of this
section until 30 days after publication
thereof in the FEpErRAL REGISTER (5 U.S.C.
1001-1011) because the time intervening
between the date when information upon
which this section is based became avail-
able and the time when this section must
become effective in order to effectuate the
declared policy of the act is insufficient;
g reasonable time is permitted, under
the circumstances, for preparation for
such effective time; and good cause ex-~
ists for making the provisions hereof
effective as hereinafter set forth. Ship-
ments of tangelos, grown in the produc-
tion area, are presently subject to regu-
lation by grades and sizes, pursuant
to - the amended marketing agree-
ment and order; the recommenda-
tion and supporting information for
regulation during the period speci-
fied herein were prompitly submitted
to the Department after an open meeting
of the Growers Administrative Commit-
tee on October 13, 1964, such meeting
was held to consider recommendations
for regulation, after giving due notice
of such meeting, and interested persons
were afforded an opportunity to submit
their views at this meeting; the pro-
visions of this section, including the
effective time hereof, are identical with
the aforesaid recommendation of the
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committee, and information concerning
such provisions and effective time has
been disseminated among handlers of
such tangelos; it is necessary, in order to
effectuate the declared policy of the act,
to make this section effective during the
period hereinafter set forth so as to
provide for the continued regulation of
the handling of tangelos, and compliance
with this section will not require any
special preparation on the part of the
persons subject- thereto which - cannot
be completed by the effective time hereof.
’ (b) Order.- (1) Terms used in the
amended marketing agreement and order
shall, when used herein, have the same
meaning as is given to the respective
term in said amended marketing agree-
ment and order; and terms relating to
grade, diameter, standard pack, and
standard box, as used herein, shall have
the same meaning as is given to the re-
spective term in the .United States
Standards for Florida Oranges and
Tangelos (§§51.1140-51.1178 of this
title). .

(2) During the period beginning at
12:01 am., e.s.t.,, October 19, 1964, and
ending at 12:01 a.m.,, e.s.t., November 16,
1964, no handler shall ship between the
production area and any point outside
thereof in the continental United States,
Canada, or Mexico:

(i) Any tangelos, grown in the pro-
duction area, which do not grade at least
U.S.No. 1 Russet or

(ii) Any tangelos 'grown in the pro-
duction area, which are of a size smaller
than 23 inches in diameter, except
that a tolerance of 10 percent, by count,
of tangelos smaller than such minimum
diameter shall be permitted, which tol-
erance shall be applied in accordance
with the provisions for the application
of tolerances specified in said United
States Standards for Florida Oranges
and Tangelos. )
(Secs. 1-19, 48 Stat. 31, as amended; 7 U.S.C.
601-674)

Dated: October 15 1964.

PauL A, NICHOLSON,
Deputy Director, Fruit and Veg-
etable Division, Agricultural
Marketing Service.

[FR. Doc. 64-10658; Filed, Oct. 16, 1964;
8:50 am.]

[Orange Reg. 41]

PART 905—ORANGES, GRAPEFRUIT,
TANGERINES, AND TANGELOS
GROWN IN FLORIDA

Limitation of Shipments
§ 905.428 Orange Regulation 41.

(a) Findings.- (1) Pursuant to the
marketing agreement, as amended, and
Order No. 905, as amended (7 CFR Part
905, regulating the handling of oranges,
grapefruit, tangerines,” and tangelos
;gzrown in Florida effective under the

‘applicable provisions of the Agricultural -

Marketing Agreement Act of 1937, as
amended (7 U.S.C. 601-674); and upon
the basis of the recommendatlons of the
commitfees established under the afore-
said amended marketing agreement and
order, and upon other available informa-
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tion, it is hereby found that the limita-
tion of shipments of oranges, including
Temple oranges, as hereinafter provided,
will tend to effectuate the declared policy
of the act. -

- (2) Ibis hereby further found that it
is impracticable and contrary-to the pub-
lic mterest to give -preliminary notice,
engage in public rule making procedure,
and postpone the effective date of this
section until 30 days after publication
thereof in the FEpERAL REGISTER (b U.S.C.
1001-1011) because the time interven-
ing between the date when information
upon which this section is based became
available and the time when this section
must become effective in order to effec-
tuate the declared policy of the act is in~
sufficient; a reasonable time is permitted,
under the circumstances, for preparation
for such effective time; and good cause
exists for making the provisions hereof
effective as hereinafter set forth. Ship-
ments of oranges, except Temple oranges,
grown in the production area, are pres-
ently subject to regulation by grades
and sizes, pursuant to the amended mar-
keting agreement and order; the recom-
mendation and. supporting information
for regulation during the period specified
herein were promptly submitted to the
Department after an open meeting of
the Growers Administrative Committee
on October 13, 1964, such meeting was
held to cons1der recommendations for
regulation, after giving due notice of such
meeting, and  interested persons were
afforded an opportunity to submit their
views at this meeting; the provisions of
this’ section, including the effective time
hereof, are identicél with the aforesald
‘recommendation of the committee, and
information concerning such provisions
and effective time has been disseminated
among handlers of such oranges; it is
nnecessary, in order, to effectuate the de-
clared policy of.the act, to make this
section -effective during the period
hereinafter set forth so as to provide for
the continued regulatiop of the handling
of oranges, including Temple oranges,
and compliance with this section will not
require any special preparation on the
part of the persons subject thereto which
cannot be completed by the effective
time hereof.

(b) Order. (1) Terms used in the
amended marketing agreement and or-
der shall, when used herein, have the
.Same meaning as is given to the respec-
tive term in said amended marketing
agreement and order; and terms relat-
ing to grade, diameter, sfandard pack,
and standard box, as used herein, shall
have the same meaning as is given to the
respective term in the United States

"Standards .for Florida Ordanges and

Tangelos
title). e

(2) During the period beginning at
12:01 a.m., es.t., October 19, 1964, and
ending af 12 01 am,, es.t., November 16
1964, no handler shall ship between the
production ared“and any point outside
thereof in the continental United States,
Canada, or Mexico:

i) Any oranges, excepb Temple
oranges, grown. in the production area,
whlch do not grade at least U.S. No. 1;

(D) “Any -oranges,’ except. Temp“le
manges grown' in" the production -area,

(§§ 51.1140-51.1178 of this

. x e .. - N
S € *

which are rof o size smaller than 28%jg
inches in diameter, except that a-toler-
ance of 10 percent, by count, of oranges
smaller than such minimum diameter
shall be permitted, which. tolerance
shall be applied in accordance with the
provisions for the application of toler-
ances specified in said United States
Standards for Florida Oranges and
Tangelos: Provided, That in determining
the percentage of oranges in any lot
which are smaller than 2%i¢ inches in
diameter, such percentage shall be based
only on thoge oranges in such lot which
are of a size 21%¢ Inches in diameter
or smaller;

(iii) Any; Temple oranges, grown in
the production area, which do not grade
at least U.S. No. 1Russet' or

(iv) " Any Temple oranges, grown in the
production -area, which are of a size
smaller than 284 inches in diameter, ex-
cept that a tolerance of 10 percent, by
count, of Temple oranges smaller than
such minimum diameter shall be per-
mitted which tolerance shall be applied
in accordance w1tp the provisions for the
application of tolerances specified in the
‘aforesaid United States Standards for
Florida Oranges and Tangelos.

.(Secs. 1-19, 48 Stat 31, as amended 7 US.C.
601-674)

Dated October 15, 1964.

, PavL A. NICHOLSON,
Deputy Director, Fruit and
Vegetable Division, Agricul-
tural Marketing Service.

[FR Doc. 64-10654; Filed, Oct. 16, 1964;
8 50 a.m.]

[Grapefruit Reg. 42]

PART 905—ORANGES, GRAPEFRUIT,
TANGERINES, AND TANGELOS
GROWN IN FLORIDA

leltahon of Shlpmenfs

§ 905.427 Grapefrult Regulation 42,

(a) Findings. (1) Pursuant to the
marketing agreement, as amended, and
Order No. 905, as amended (7 CFR Part
905), regulating the handling of oranges,
grapefrmt ‘tangerines, and tangelos
grown in Florida, effective under the ap-
plicable provisions of the Agricultural
Marketing Agreement Act of 1937, as
ameénded (7 U.S.C. 601-674), and upon
the basis of the recommendations of the
committees established under the afore-
said amended marketing agreement and
order, and upon other available infor-
mation, it is Rereby found that the limi-
tation of shipments of grapefruit, as
hereinafter provided, will tend to effec-

,tuate the declared policy of the act.

(2) It is hereby further found that it
is nnpractxca,ble and contrary to the pub-
-lie mterest to give preliminary notice,
engage in public rule making procedure,
and postpone the effective date of this
sectmn until ‘30 days after publication
thereof in the FEDERAL REGISTER (5 u.s.C.
.1001-1011) beéause the time intervening
between the date when information upon
Whlch this section is based becgme avail-
"able and the time when this section must
‘become effective in order to ‘efféctuate
the declared policy of the act is in-
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sufficient; a reasonable time is permitted
under the circumstances, for prepara-
tion for such effective time; and good
cause exists for-making the provisions
hereof effective as hereinafter set forth.
Shipments of all grapefruit, grown in
the production area, are presently sub-
ject to regulation by grades and sizes,
pursuant to the amended marketing
agkeement and order; the recommenda-
tion and supporting information for
regulation during the period specified
herein were promptly submitted to the
Department after an open meeting of the
Growers Administrative Committee on
October 13, 1964, such meeting was
held to consider recommendations for
regulation, after giving due notice of such
meeting, and interested persons were
afforded an opportunity to submit their
views at this meeting; the provisions of
this section, including the effective time
hereof, are identical with the aforesaid
recommendation of the committee, and
information concerning such provisions
and effective time has been disseminated
among handlers of such grapefruit; it
is necessary, in order to effectuate the
declared policy of the act, to make this

section effective during the period here- .

inafter set forth so as to provide for the
continued regulation of the handling of
grapefruit, and compliance with this sec-
tion will not require any special prepara-
tion on the part of the persons subject
thereto which cannot be completed by
the effective time hereof.

(b) Order. (1) Terms used in the
amended marketing agreement and
order shall, when used herein, have the
same meaning as is given to the re-
spective term in said amended market-
ing agreement and order; and terms
relating to grade, diameter, standard
pack, and standard box, as used herein,
shall have the same meaning as is given
to the respective term ‘in the TUnited
States Standards for Florida Grapefruit
(§§ 51.750-51.783"of this title).

(2) During the period~beginning at
12:01 a.m., e.s.t.,, October 19, 1964, and
ending at 12:01 a.m., e.s.t., November 16,
1964, no handler shall ship between the
production area and any point outside

. thereof in the continental United States,
Canada, or Mexico:

(i) Any seeded grapefruit, grown in
the production area, which do not grade
at least U.S. No. 1;

(ii) Any seeded grapefruit, grown in
the production area, which are smaller
than 313 inches in diameter, except
that a tolerance of 10 percent, by count,
of seeded grapefruit smaller than such
minimum size shall be permitted, which
tolerance shall be applied in accordance

with the provisions for the application -

of tolerances, specified in said United
States Standards for Florida Grapefruit;

(iii) Any seedless grapefruit, grown
in Regulation Area I, which do not grade
at least U.S. No. 1; ~

(iv) Any seedless grapefruit, grown in
Regulation Area II, which do not grade
atleast U.S. No. 1 Russet: Provided, That
such grapefruit which grade U.S. No. 2
or U.S. No. 2 Bright, may be shipped if
such grapefruit meet the requirements
as-to form (shape) and color specified in
‘the U.S. No. 1 grade; or
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-(v) Any seedless grapefruif grown in
the production area, which are smaller
than 3%¢ inches in diameter, except
that a tolerance of 10 percent, by count,
of seedless grapefrmt smaller than such
minimum size shall be perm.ltted which
tolerance shall be applied in accordance
with the provisions for the application of
tolerances, specified in said United States
Standards for Florida grapefruit.

(Secs. 1-19, 48 Stat. 381, as amended; 7
UTS8.C. 601-674)
Dated: October 15, 1964.
PAUL A. NICHOLSON,
Deputy Direclor, Fruit and
Vegetable Division, Agricul-
tural Marketing Service.

[F.R. Doc. 64-10655; Filed, Oct. 16, 1964;
+  8:50 am.]

[Lemon Reg. 133]

PART 910—LEMONS GROWN IN
CALIFORNIA AND ARIZONA

Limitation of Handling

§ 910.433 . Lemon Regulation 133,

(a) Findings. (1) Pursuanf to the
marketing agreement, as amended, and
Order No. 910, as amended (7 CFR Part
910; 27 F.R. 8346), regulating the han-
dling of lemons grown in California and
Arizona, effective under the applicable
provisions of the Agricultural Marketing
Agreement Act of 1937, as amended (7
US.C. 601-674), and upon the basis of
the recommendation and information
submitfed by the Lemon Administrative

Committee, established under the said .

amended marketing agreement and or-
der, and upon other available informa-
fion, it is hereby found that the limita-
tion of handling of such lemons as here-
inafter provided will tend to effectuate
the declared policy of the act.

(2) It is hereby further found that
it is impracticable and contrary to the
public interest to give preliminary notice,
engage in public rule making procedure,
and postpone the effective date of this
section until 30 days after publication
hereof in the FEpERAL REGISTER (5 U.S.C.
1001-1011) because the time intervening
between the date when information upon
which this section is based became
available and the time when this sec-
tion must become effective in order fo
effectuate the declared policy of the act
is insufficient, and a reasonable time is
permitted, under the circumstances, for
preparation for such effective time; and
good cause exists for making the pro-
visions hereof effective as hereinafter
set forth. The committee held an open
meeting during the current week, after
giving due notice thereof, to consider
supply and market conditions for lemons
and the need for regulation; interested
persons were afforded an opportunity to
submit information and views at this
meeting; the recommendation and sup-
porting information for regulation dur-
ing the period. specified herein were
promptly submitted to the Department
after such meeting was held; the pro-
visions of this section, including its ef-
fective time, are identical with the afore~
said recommendation of the committee,

]
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and information concerning such pro-
visions and effective time has been dis-
seminated among handlers of such
lemons; it is necessary, in order to ef-
fectuate the declared policy of the act, to
make this section effective during the
period herein specified; and compliance
with this section will not require any
special preparation on the part of per-
sons subject hereto which cannot be
completed on or before the effect}ve
date hereof. Such committee meeting
was held on October 13, 1964.

(b) Order. (1) The respective quan-
tities of lemons grown in California and
Arizona which may be handled during
the period beginning at 12:01 a.m., P.s.t.,
October 18, 1964, and ending at 12:01

- aa., P.s.t., October 25, 1964, are hereby

ﬁxedas follows

(i) District 1: Unlimited movement;

(i) District 2: 106,950 cartons;

(iii) District 3: 106,950 cartons.

(2) As used in this section, “handiled,”
“Distriet 1,” “District 2,” “District 3,”
and “carton” have the same meaning
as when used in the said amended mar-
keting agreement and order.

(Secs. 1-19, 48 Stat. 31, as amended; 7 U.S.C.
601-674)

Dated: October 15, 1964.
Paul A. NICHOLSON,
Deputy Direcltor, Fruit and
Vegetable Division, Agricul-
tural Marketing Service.

[F.R. Doc. 64-10675; Filed, Oct. 16, 1964;
8:50 a.m.]

[Area 1]

PART 948—1IRISH POTATOES GROWN
IN COLORADO

Limitation of Shipments

Findings. (@) Pursuant to Market-
ing Agreement No. 97, as amended, and
Order No. 948, as amended (7 CFR Part
948), regulating the handling of Iirsh
potatoes grown in Colorado, effective
under the applicable provisions of the
Agricultural Marketing Agreement Act
of 19317, as amended (7 U.S.C. 601 et seq.),
and upon the basis of recommendations
and information submitted by the Area
No. 1 Committee, established pursuant to
the said marketing agreement and order,
and other available information, it is
hereby found that the limitation of ship-
ments, hereinafter set forth, will tend
‘to maintain orderly marketing conditions
and increase returns to producers of such
potatoes.

(b) It is hereby found that it is im-
practicable and contrary to the public
interest to give preliminary notice or en-
gage in public rule meking procedure,
and that good cause exists for not post-
poning the effective date of this section
until 30 days after publication in the
FepERAL REGISTER (5 U.S.C. 1003) in that
(1) shipments of 1964 crop potatoes
grown in Area No. 1 have begun, (2) to
maximize benefits to producers, this reg-
ulation should be made effective as soon
as practicable, (3) producers and han-
dlers have operated under the said mar-
keting order program since 1949 so spe-
cial preparation on the part of handlers
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is not required, and (4) information re-
garding the committee’s recommenda-
tion has been disseminated to producers
and handlers in the production area.

§ 948.347 Lix;xitalion of shipments.

During the period from October 19,
1964, through June 30, 1965, no person
shall handle any lot of potatoes grown in
Area No. 1 unless such potatoes meet the
requirements of paragraphs (a) and (b) |
of this section, or unless such potatoes
are handled in accordance with the pro- °
visions of paragraphs (¢), (d), and (e) of
this section.

(a) Minimum grade and size require-
menis—(1) Round varieties. U.S. No.
2, or better grade, 2 inches minimum di-
ameter.

(2) Long varieties. U.S.No. 2, or bet-
ter grade, 17 inches minimum diameter.

(3) All varieties. Size B, if U.S. No,
1 or better grade.

(b) BMinimum maturity (skznmng) re-
quirements—(1) All varieties. Not more
than “moderately skinned.”

(¢) Special purpose shipments. (1)
The quality and maturity requirements
set forth in paragraphs (a) and (b) of
this section and the inspection and as-
sessment requirements of this part shall
not be applicable to potatoes handled for
livestock feed.

(2) Potatoes may be handled for chip-
ping or shoestrings if such potatoes meet
the grade and size requirements of para-
graph (a) of this section except for scab.
The maturity requirements of paragraph
(b) of this section shall not apply to
such potatoes handled for chipping or
shoestrings.

(3) The quality and maturity require~
ments of paragraphs (a) and (b) of this
section shall not be applicable to the i
handling of potatoes for seed as defined
in § 948.6 but any lot of potatoes han-
dled for seed shall be subject to assess-
ments.

(d) Safeguards. (1) Each handler of
potatoes which do not meet the quality
or maturity requirements of paragraphs
(a) and (b) of this section and which
are handled pursuant to paragraph (c¢)
of this section for any of the special
purposes set forth therein shall, prior-
to handling, apply for and obtain a
Certificate of Privilege from the com-
miftee, which shall require among other
things, the handler to furnish such re-
ports and documents as the commitiee
may require showing that the potatoes
so handled were utilized for the purpose
specified in the Certificate of Privilege.

(e) Exception to regulations.- The re-
quirements of this part shall not apply to
the handling of potatoes grown in the
Counties of Dolores, La Plata and Monte-
zumsa during the effective period of this
section.

(f) Definitions. 'The terms “U.S. No.
1,7 “U.S. No. 2,” “moderately skinned,”
“scab” and “Size B” shall have the same
meaning as when used in the United
States Standards for Potatoes (§§51.-
1540-51.1556 of this tifle), including the
tolerances set forth therein. Other
terms used in this secfion shall have the
same meaning as when used in Market- -
ing Agreement No. 97 as amended, and -
this part. .
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- {Secs. 1-19, 48-Stat. 31, asamended; 7 U.S.C.

601 et seq.)
Dated October 14, 1964, to become
effective October 19, 1964‘.

PavL A. NICHOLSON,
Deputy Director, Fruit and Veg-
etable Division, Agricultural
Marketing Service.

[F.R. Doc, 64-10620; Filed, Oct, 16 1964;
8:47 a.m.]

Title S—ANIMALS AND -
ANIMAL PRODUCTS

Chuleier I—Agricultural Research
Service, Department of Agriculture -

SUBCHAPTER C—INTERSTATE TRANSPORTATION
OF ANIMALS AND POULTRY

PART 74—SCABIES IN SHEEP

Permiited Dips; Substances Allowed

Pursuant to the provisions of sections
1 and 3 of the Act of March 3, 1905, as
amended, sections-1 and 2 of the Act of
February 2, 1903, as amended, and sec-
tions 4 and 5 of the Act of May 29, 1884,
as amended (21 U.S.C. 111-113, 120, 121,
123, 125), §74.24 of Part 74, Title 9,
Code of Federal Regulations, as amend-
ed, containing the regulations restricting
the interstate movement of sheep be-
cause of scabies is hereby amended in
the following respects:

A new subparagraph (3) is added to
paragraph (a) and paragraphs (b) and
(c) of §174. 24 are gmended to read as
follows:

§ 74.24 Permitted dips; substances al-
Iowed.
(a,) * ¥ 2
(3) Dip made from speclﬁcally per-

"mitted proprietary brands of wettable
.powders containing 25 percent lindane
.(gammea, isomer of benzene hexachloride)

_as the active ingredient and maintained
"throughout the dipping operation at 2
concentration between 0.05 and 0.06 per-
cent. Animals treated with such dip
should not be slaughtered for food pur-
poses until the expiration of such period
as may be required under the Meat In-

. spection Act (21 U.S.C. 71 et seq.). The

length of this required period shall be
specified on each .certificate issued by
the Division or State inspector or ac-
credited veterinarian who supervises the
dipping with such dip.
* % *

* P

(b) Proprietary brands of toxaphene,
lindane, lime-sulphur, or nicotine dips
may be used in official dipping only after
specific permission therefor has been is-
sued by the Division.?

(¢) The dipping bath for the lime-
sulphur and nicotine dips must be used
at a temperature of 95° to 105° F., and

-must be maintained at all times at a

strength of not-less than 11% percent of
“sulphide sulphur” in the case of the
lime-sulphur dip, and not less than five
one-hundredths of -1 percent of nicotine
in the case of the nicotine dip, as indi-

" 2Names of such brands may be obtained
from the Division or a Division inspector.

cated by the field tests for such baths
approved-by the Division.® 'The dipping
bath for toxaphene emulsions must be
kept within a temperature range of 40°~
80° F.,, and at a concentration between
0.5 and 0.6 percent during dipping opera-
tions.! The dipping bath for lindane wet-
table powders must be constantly agi-
tated by means of compressed air in-
jected along the bottom and sides of the
vat from a suitable air compressor that
delivers sufficient air volume to cause
bubbling of the vat contents along the
entire length of the vat. The air com- .
pressor shall be connected by means og
a hose or other satisfactory plumbing
connections to a 1¥-inch pipe contain-
ing two rows of holes directed downward
and outward. The holes shall be g
inch in diameter and be spaced on 5-inch
centers, and the pipe shall be situated
along the center of the vat floor extend-
ing the entire length of the lowermost
portion of the vat.

* * * * E
(Secs. 4, 5, 23 Stat. 82, as amended, secs. 1,
2, 32 Stat. '791-792, as amended, secs. 1, 3,
33 Stat. 1264, as amended, 1265, as amended;
21 U.S.C. 111-113,-120, 121, 123, 125. Inter-
pret or apply secs. 6, 7, 23 Stat. 33, as
amended, secs. 2, 4, 33 Stat. 1264, as amended,
1265, as amended; 21 U.S.C. 115, 117, 124, 126;

"19 F.R. T4, as amended)

Effective date. - 'The amendments shall
become effective upon publication in the
FEDERAL REGISTER.

The purpose of the amendments is to
provide for the use of permitted proprie~
tary brands of lindane wettable powders,
which may be used under the regulations
relating to scabies in sheep where dip~
ping ‘of such animals in g permitted dip
is required prior to interstate movement.

'The amendments must be made effec~
tive promptly in order to be of maximum

- benefit in preventing the spread of sca-

bies in sheep. Accordingly, under sec-
tion 4 of the Administrative Procedure
Act (5 U.S.C. 1003), it is found upon good
cause that notice and other public pro-
cedure with respect to the amendments
are impracticable and contrary to the
public interest, and good cause is found
for meaking the amendments effective
less than 30 days affer publication in the
FEDERAL REGISTER. °

Done at Washington, D.C., this 13th
day of October 1964.

B. T. SHAW,
Administrator,
« Agricultural Research Service.

[F.R, Doc. 64-10641; Filed, Oct. 16, 1964;
. 8:49 am.}

3The field test for lime-sulphur dipping
baths is described in U.S. Department of Agri-
culture ‘Bulletin 163, for sale by the Super-
Jntendent of Documents, Government Print-
ing Office, Washington 25, D.C., at 5 cents
a copy. A field test outt at present ap-
proved by the Division for nicotine-dipping
baths is that designated for the purpose of
identification as “Pield test outfit N-3.”
(Description a.vaila.‘ble on application to the
Department.) « -

4 Care must ‘ne exercised in dipping ani-
mals and in maintaining the bath at the
standard concentration when using any per-
mitted dip. Detailed instructions will be
issued for the 'guidance of employees who
may be called upon to to use them in the
scables eradication program. -
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Title 14—AERONAUTICS AND
- SPAGE

Chapter |—Federal Aviation Agency
[Alrspace Docket No. 64-S0-17]

PART 71—DESIGNATION OF FEDERAL
AIRWAYS, CONTROLLED AIRSPACE,
* AND REPORTING POINTS I[NEWI]

Alteration of Federal Airway

On August 20, 1964, a notice of pro-
posed rule making was published in the
FeDERAL REGISTER (29 FL.R. 11926) stating
that the Federal Aviation Agency pro-
posed to realign the segment of VOR
Federal airway No. 176 from Holly
Springs, Miss., to Birmingham, Ala., via
a new VOR to -be commissioned in the
vicinity of Hamilton, Ala., on November
12, 1964. In addition, it was proposed to
redesignate the Hamilton intersection
reporting point at the Hamilton VOR.

Interested persons were afforded an
opportunity to participate in the rule
making through submission of comments.
All comments received were favorable.

In consideration of the foregoing Part
71 of the Federal Aviation Regulations is
amended, effective 0001 e.s.t., December
10, 1964, as hereinafter set forth.

1. In.§ 71.123 (29 F.R. 1009) V-176 is
amended to read:

V-176 From Memphis, Tenn., via Holly
Springs, Miss., including a S alternate via
INT of Memphis 168° and Holly Springs
281° radials; Hamilton, Ala.; to Birmingham,
Ala., including a N alterna‘be from Holly

Sprlngs to Birmingham via INT of Holly .

Springs 099° and Birmingham 313° radials.

2. In §71.203 (29 F.R. 1211) “Hamil-
ton INT: INT Birmingham, Ala., 298°,
Columbus, Miss., 035° radials.” is deleted
and “Hamilton, Ala.” is substituted
therefor.

(Sec. 307(a), Federal Aviation Act of 1958;
49 U.S.C. 1348)

Issued in Washington, D.C. on Octo-
ber 13, 1964.
H. B. HELSTROM,
Acting Chief, Airspace Regulations
and Procedures Division.

[F.R. Doc. 64-10606; Filed, Oct. 16, 1964;
8:45 a.m.}

[Airspace Docket No, 64-WA-63]

PART 71—DESIGNATION OF FEDERAL
AIRWAYS, CONTROLLED AIRSPACE,
AND REPORTING POINTS I[NEW]

Alteration of Federdl Airway

On September 23, 1964, Federal Reg-
ister Document No. 64-9606 was pub-
lished in the FeperaL REGISTER (29 F.R.
13164) amending Part 71 [Newl of the

Federal Aviation Regulations. These”

amendments realigned VOR Federal air-
way No. 318 from Houlton, Maine, to &
new VOR to be commissioned af Quebec,
Canada, and extended VOR Federal air~
way No, 447 from Montpelier, Vt., to the
United States/Canadian border towa,rd
the Sherbrooke, Canada VOR, effective
November 19, 1964,

No. 204—PpPt. I—2

K

FEDERAL REGISTER

The Agency has been informed by the
Canadian Department of Transport
that, because of technical difficulties,
the Quebec VOR will not be commis-
sioned in the near future.

For the above reason it has been
determined that compliance with the
notice and public procedure require-
ments of the Administrative Procedure
Act is impracticable and contrary to the
public interest, and for this reason good
cause exists for making this amendment
effective within less than 30 days from
the date of publication in the ¥EpERAL
REGISTER.

In consideration of the foregoing, ef-
fective immediately, the text of the
amendment in Federal Register Docu-
ment No. 64-9606 is amended to read
as follows: .

In §71.123 (29 F.R. 1009, 9529) V-447
is amended to read:

V-447 From Montpelier, Vi., via the INT
of Montpelier 020° and Sherbrooke, P.Q.,
Canada, 217° radials; to Sherbrooke. The
portion within Canada is excluded.

(Sec. 307(a), Federal Aviation Act of 1958;
49 U.S.C. 1348)

Issued in Washington, D.C., on Oc-
tober 13, 1964. .
H. B. HELSTROM,
Acting Chief, Airspace Regulations
-and Procedures Division.
[F.R. Doc. 64-10607; Filed, Oct. 16, 1964;
8:45 a.m.] -~

[Airspace, Docket No. 62—-AL—-11}

PART 71—DESIGNATION OF FEDERAL
+ AIRWAYS, CONTROLLED AIRSPACE,
AND REPORTING POINTS INEWI]

Designation of Federal Airway
Segment

On January 17, 1963, a notice of pro-
posed rule making was published in the
FEDERAL REGISTER (28 F.R. 455) stating
that the Federal Aviation Agency pro-
posed to designate a VOR Federal air-
way segment from Fairbanks, Alaska,
via Eielson AFB, Alaska, to Big Delta,
Alaska. On July 28, 1964, a supple-
mental notice of proposed rule making
was published in the FEDERAL REGISTER
(29 F.R. 10472) which altered the pro-
posal in the original notice by stating
that the proposed airway segment would
be designated from Big Delta direct to
the intersection of the Big Delta 313°
and the Nenana, Alaska, 064° True ra-
dials (Fairbanks IT.S LMM). -

Interested persons were afforded an
opportunity to participate in the rule
making through submission of com-
ments; however, no comments were re-
ceived.

Although not mentioned in the notice
or the supplemental notice, it has been
-determined that the Big Delta VOR
should be designated as a low altitude
reporting point for air traffic control
purposes. Accordingly, action is taken
herein to designate the Big Delta re-
porting point. .

Since this action is minor in nature
and will impose no additional burden
on .any person, notice and public pro-
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cedure requirements hereon are un-
necessary.

In consideration of the foregoing, Part
71 [Newl of the Federal Aviation Regu-
lations is amended, effective 0001 es.t,,
December 10, 1964, as hereinafter set
forth.”

1. Section 71.125 (29 F.R. 1046, 9663)
js amended as follows: In V-444 “From
Big Delta, Alaska,” is deleted and “From
INT Big Delta, Alaska, 313° and Nenana,
Alaska, 064° radials (Fairbanks ILS
LMN), via Big Delta;” is substituted
therefor.

2. In §71.211 (26 F.R. 1226) add “Big
Delta, Alaska.”

(Sec. 307(a), Federal Aviation Act of 1958;
49 T.S.C. 1348)

Issued in Washington, D.C., on Octo-
ber 12, 1964.
D. E. BARROW,
Chief, Airspace Regulations
and Procedures Division.
[FR. Doc. 64-10605; Filed, Oct. 16, 1964;
8:45 a.am.]

[Airspace Docket No. 63-SW-106]

PART 71—DESIGNATION OF FEDERAL
AIRWAYS, CONTROLLED AIRSPACE,
AND REPORTING POINTS [NEW]

Designation of Conirol Zone and
Transition Area

On August 15, 1964, a notice of pro-
posed rule making was published in the
FEDERAL REGISTER (29 F.R. 11720) stating
that the Federal Aviation Agency pro-
posed to designate a control zone and
transition area at Fort Polk, La.

Interested persons were afforded an
opportunity to participate in the rule
making through submission of com-
ments. All comments recelved were
favorable.

In consideration of the foregoing, Part
71 [New] of the Federal Aviation Regu-~
lations is amended, effective 0001 e.s.t.,
December 10, 1964, as hereinafter set
forth.

1. §71.171 (29 FR. 1101) is amended
by designating the Fort Polk, La., con-
trol zone as follows:

Fort Polk, La.

Within a 5-mile radius of Polk AAF (lati-
tude 31°02740" N., longitude 93°11°256"* W.);
within 2 miles each side of the 160° bearing
from the Polk RBn, extending from the
5-mile radius zone to 8 miles SE of the RBn,
within 2 miles each side of the 340° bearing
from the RBn, extending from the 5-mile
radius zone to 8 miles NW of the RBn; ex-
cluding the portion within R-3804A. This
control zone is effective from 0730 to 1630
hours, local time, Monday through Friday,
and from 0730 to 1130 hours, local time,
Saturday.

2. Section 71.181 (29 F.R. 1160) is
amended by designating the Fort Polk,
La., transition area as follows:

Fort Polk, La.

That airspace extending upward from 1,200
feet above the surface within 8 miles W
and 5 miles E of the 340° and 160° bearings

from the Polk RBn, extending from 12 miles

SE to 12 miles NW of the RBn, excluding the
portion within R-3804A.

(Sec. 307(a), Federal Aviation Act of 1958;
49 US.C. 1348)
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Issued in Washington, D.C., on Octo-
ber 12, 1964.- t
H. B. HELSTROM,
Acting Chief, Airspace Regulations
and Procedures Division.
[FR. Doc. 64-10603; Filed, Oct. 16, 1964;
8:45 am.]

[Airspace Docket No. 64~-WE-14]

PART 71—DESIGNATION OF FEDERAL
- AIRWAYS, CONTROLLED AIRSPACE,
AND REPORTING POINTS . [NEW]

Designation of Control Zone-

On August 6, 1964, a notice of pro-
posed rule making was published in the
FEDERAL REGISTER (29 F.R. 11383) stating
that the Federal Aviation Agency pro-
posed to designate a part time control
zone at Lake Tahoe, Calif. )

Interested persons were afforded an
opportunity to participate in the rule
making through submission of comments.
All comments received were favorable.

In consideration of the foregoing, Part
71 [Newl of the Federal Aviation Regu-
lations is amended, effective 0001 e.s.t.
December 10, 1964, as hereinafter set
forth.

In § 71.171 (29 F.R. 1101), the follow-
ing is added:.

Lake Tahoe, Calif.

‘Within a 5-mile radius of Lake Tahoe Air-
port (latitude 38°53’30'’ N., longitude 119°-
59'50'’ 'W.), effective from 0700 to 2300 hours,
local time, daily.

(Sec. 307(a), Federal Avia’cion Act of 1958;
49 U.S.C. 1348)

Issued in Washington, D.C., on Octo-
ber 13, 1964.
H. B. HELSTROM,
Acting Chief, Airspace Regulations
and Procedures Division.

[FR. Doc. 64~10604; Filed, Oct. 16, 1964;

8:45 am.}

[Airspace Docket No. 63-WE-123]

PART 71—DESIGNATION OF FEDERAL
AIRWAYS, CONTROLLED AIRSPACE,
AND REPORTING POINTS I[NEWI

Alteration of Transition Area and
Federal Airway; Designation of
Control Zone and Federal Airway

On August 1, 1964, g notice of proposed
rule making was published in the Fep-
ERAL REGISTER (29 F.R. 11163) stafing
that the Federal Aviation Agency pro-
posed to alter the controlled airspace in
the Durango, Colo., terminal area and
establish VOR Federal airways to and
from Durango.

Interested persons were afforded-an
opportunity to participate in the rule
making through submission of comments.
All comments received were favorable.

In consideration of the foregoing, Part
71 [New] of the Federal Aviation Regu~
lations is amended, effective 0001 e.s.t.,
December 10, 1964, as heremafter set
forth.

(a) In § 71171 (29 F.R. 1101) the fol-
lowing is added:

RULES AND REGULATIONS

Durango, Colo.
Within a 5-mile radius of La Plata Field
(latitude 37°09’15’" N., longitude 107°45'00""

JW.), effective from 0600 to 2200 hours local

time, daily.

() In §71.181 (29 FR..1160) the
Durango, Colo., tra,nsmon area is amend-
edtoread:” -

Durango, C’olo

That airspace extending upward from 700
feet above the surface within a 5-mile radius
of La Plata Field (latitude 37°09'15’' N.,
longitude 107°45°00'" W.), and within 2 miles
SW and 8 miles NE of the Durango VOR 118°
radial, extending from the 5-mile radius area
to 8 miles SE of the VOR; and that airspace
extending upward from 1,200 feet above the
surface, within 9 miles SW and 6 miles NE
of the Durango VOR 298° and 118° radials,
extending from 7 miles NW to 14 miles SE
of the VOR.

(¢) Section 71.123 (29 FR.
5540) is amended as follows:
(1) V-421isamended toread:

V-421 From Zuni, N. Mex., via Farming-
ton, N. Mex.; Durango, Colo.; to Gunnison,
Colo., excluding the airspace below 1,200 feet
above the surface from Farmington to Gun-
nison.

(2) V=211is added as follows:

V=211 From INT Alamoso, Colo., 232° and
Durango, Colo,, 110° radials via Durango; to
INT Durango 284° and Dove Creek, Colo.,
147° radials, excluding the airspace below
1,200 feet above the surface.

(Sec. 307(a), Federal Aviation Act of 1958;
49 U.S.C. 1348) )

Issued in Washington, D.C., on Octo—
ber 13, 1964.

1009,

H.B. HELSTROM, B
Actmg Chief, Airspace Regulations -
and Procedures Division.

[FR Doc. 64-~10608; Filed Oct. 16, 1964;
8:46 am.]

[Airspace Docket No. 63-EA-51]
4

PART 71—DESIGNATION OF FEDERAL
AIRWAYS, CONTROLLED AIRSPACE,
AND REPORTING POlNTS [NEW]

PART 75—ESTABLISHMENT OF .
JET ROUTES INEWI

Alferuhon of Conirol Area‘and Jet
Routes

On August; 1, 1964, a notice of proposed
rule making was published in the Fep-
ERAL REGISTER (29 F.R. 11162) stating
that the Federal Aviation Agency was
considering amendments to Parts 71 and-
75 Inewl of the Federal Aviation Regu-
lations, that would alter the United
States portion of Control 1141, Boston,
Mass., to Yarmouth, N.S,, Canada; ex-
tend Jet Route-No. 62° from Nantucket,
Mass., to the United States/Canadlan
border toward Yarmouth and establish
Jet Route No. 575 from Boston to the
United States/Canadian border toward
Yarmouth.

Interested persons were aﬁ‘orded an
opportunity to participate in the rule
making " through 'submission ~of com-
ments. -Due consideration.was given to
all relevant matter presented. ~ -

Al . 2

e, -

The Air Transport Association of
Ameriea ‘endorsed the proposals. The

Department of the Navy offered no ob-

jection to the proposals provided altera-
fions to Warning Areas W-102, W-103,
and W-104 as proposed in Eastern Region
Case No. EA-465-NR, dated June 7, 1963,
and amended January 7, 1964, are con-
summated. These nonrule-making ac-
tions will be taken concurrently with the
actions taken herein.

The proposals contained herein have
been caordinated with the Canadian
Department of Transport.

Subsequent to publication of the No-
tice, Jet Route No. 575 was designated
from Kennedy, N.Y., to Boston, Mass.,
effective October 15, 1964 (Airspace
Docket No. 63-EA-103, 29 F.R. 12362).
Accordingly, action is taken'herein to
extend J-575 from Boston to the United
States/Canadian border toward Yar-
mouth. In addition, the Canadian De-
partment of Tra,nsport has réquested
that the segment of Jet Route No. 62 as
proposed for alteration herein, be num-
bered Jet Route No. 585 to join Cana-
dain High Level airway No. 585. Such
action is faken herein.

In consideration of the foregoing,
Part 71 [(Newl] and Part 75 [Newl of
the Federal Aviation Regulations are
amended, effective 0001 e.s.t. December
10, 1964, as hereinafter set forth.

i. In §71.163 (29 FR. 1068) Control
1141 is amended to read

‘Control 1141

That airspace Within tangent lines from
the circumference of a 5-mile radius circle
centered on the Bost;on, Mass., radid beacon
to a 15-mile radius circle centered on the
midway point of a direct line between the

" Boston radio beacon and the Yarmouth,

Nova Scotia, Canada, RR to & 5-mile radius
circle centered on the Yarmouth RR and that
alrspace from 18,000 feet MSL-fo flight Ievel
260 bounded by a line from: “latitude
42°43°20'” N., longitude 70°22°00"’ N., thence
to latitude 42°52’00’’ N., longitude-70°16°00’*
‘W.; thence to latitude 43°01’30’’ N., longi-
'bude 69°52°00° W.; thence to latitude
43°01’30"” N., longitude 69°36700'" W.; thence
to the pointrof heginning; and that airspace
from 18,000 feet MSL to flight level 260 in-
clusive bounded by a line from: latitude
42°33’35"" N., longitude 70°03’45’’ W.; thence
to latitude 42‘42'30" N, longitude 69"30 00/’
N; thence to latitude 42 39'00’’ N., longitude
69"30’00" ‘W.; thence -to Ia.titude 42°28°00""
N., longitude 70°03’45’ W.; thence to the
point; of beginning excludlng the portion

- under the jurisdiction of Canada, the portion

within the confines of Federal airways and
the Boston, Mass., control area extension,
the portion below 2,000 Teet MSL W of the
69°30’00' 'W. meridian of longitude and the
portion below 5,500 feet MSL E of the
69°30°00’" W. meridian of longitude

2. In § 75.100 (29 F.R. 1287 12362) the
following changes are made:

a. Jet Route No 575 is amended to
read: ..

Jet Route No. 575 (Kennedy, N.Y., to Yar-
mouth, N.S., Canada). (Joing Canadian high
level airwa.y No. 575).

From Kennedy, N.Y., via Boston, Mass.; to
Yarmouth, N.S., Cana,da, excluding the por-
tion under the jurisdlction of Canada.

b. Jet Route No. 585 is added as fol-

lows:
a

-
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Jet Route No. 585 (Nantucket, Mass., to
Yarmouth, N.S., Canada). (Joins Canadian
high level airway No. 585).

From Nantucket, Mass., to Yarmouth, N.S.,
Canada, efcluding the portion under the
jurisdiction of Canada.

(Secs. 307(a), E.O. 1110, Federal Aviation Act
of 1958; 49 U.S.C. 1348 and 1510; 10854, 24
F.R. 9565)

Issued in Washington, D.C., on October
13, 1964. -
H. B. HELSTROM,
Acting Chief, Airspace Regulations
and Procedures pivision.

[F*R.: Doc. 64-10602; Filed, Oct. 16, 1964;
8:45 a.m.]

Title 25—INDIANS

Chapter I—Bureau of Indian Affairs,
Department of the Interior

« SUBCHAPTER F—ENROLLMENT

PART 43a—MEMBERSHIP ROLL OF
PONCA TRIBE OF NATIVE AMER-
ICANS OF NEBRASKA -

Miscellaneous Amendments

On page 11925 of the FEDERAL REGISTER
of August 20, 1964, there was published a
notice and text of a proposed amendment
to §§43a.1, 43a.3, 43a.5, and 43a.11 of
Title 25 Code of Federal Regulations.
The purpose of the amendment is to
conform.-certain language in the regula-
tions to the language used in the Act of
September 5, 1962 (76 Stat. 429), regard-~
ing reference to blood degree of the
Poneca, Tribe of Native Americans of
Nebraska, and to more fully reflect the
intent of the Congress as to Indians
eligible to enroll as members of the Tribe.

Interested persons were given 30 days
within which to submit written com-
ments, suggestions, or objections with
respect to the proposed amendment. No
comments, suggestions, or objections
were received, and the proposed amend-~
ment is hereby adopted without change
and is set forth below. Because the
amendment relieves a restriction on cer-
tain potential members of the Ponca

Tribe of Native Americans of Nebraska,

it shall become effective on the date of
this publication in the FEDERAL REGISTER.

JOHN A. CARVER, JT.,
Assistant Secretary
of the Interior.

OCTOBER 9, 1964.

"1. Section 43a.1(i) is amended to in-
clude all descendants of enrolled mem-
bers in the definition for “descendants.”
As so amended, §43a.1() reads as
follows: -

§ 43a.1 Definitions.
As used in this Part 43a:

* * * * *

(1) “Descendants” means those per-
sons who have’issued from an enrollee
and include the enrollee’s children,
grandchildren, and so on, who possess
at least one-fourth dégree of Indian
blood of the Ponea Tribe.

* * * * *

FEDERAL REGISTER

2. Sections 43a.3(a) (1) and (2) are
amended to further define eligibility for
enrollment more fully reflecting {he in-
tent of the Congress in the Act, supra.
As so amended, § 432.3(a) (1) and (2)
read as follows:

§ 43a.3 Eligibility for enrollment.

(a) The following shall be eligible for
enrollment: )

(1) 'Those’ persons whose names ap-
pear on the census roll of Apri]l 1, 1934,
and the January 1, 1935, supplement
theretfo, or are entitled to appear thereon,
and who were living on September 5,
1962. .

(2) Descendants, regardless of resi-
dence, who were living on September 5,
1962, and whe possess not less than one-
fourth degree of Indian blood of the
Poneca Tribe. All available records will
be used in determining degree of Indian
blood of the Ponca Tribe possessed by
descendants.

‘x * * * *

3. Section 432.5(b) (2) is amended to
conform the wording in reference to In-
dian blood to the wording of the Act,
supra. As so amended, §43a.5(b)(2)
reads as follows:

* * * * *
§ 43a.5 Application forms.
* * *

* *

(b) Among other information, each
application requires:
* * * 8( *
(2) Degree of Indian blood of the
Ponca, Tribe.

* * o= * *

4, Section 43a.11(a) is amended for
the same purpose as shown in Item 3,
above. As so amended, §43a.11(a)
reads as follows:

§ 43a.11 Preparation of final roll.

(a) When final determinations have
been made by the Secretary on all ap-
peals, the Commissioner shall prepare a
final roll of the tribe. The final roil
shall contain for each person the final
roll number, proposed roll number,
name, address, sex, date of birth, and
degree of Indian blood of the Ponca
Tribe. There shall also be provided a
“remarks” column for the purpose of
identifying the enrollee through whom
enrollment rights were established.

* * * * *
{F.R. Doc. 64-10611; Filed, Oct. 16, 1964;
8:46 am.]

SUBCHAPTER G—TRIBAL GOVERNMENT

PART 52—TRIBES ORGANIZED UNDER
SECTION 16 OF THE INDIAN RE-
ORGANIZATION ACT

On page 6545 of the FEDERAL REGISTER
of June 26, 1963, there was published a
notice and text of the proposed addition
of Part 52 to Title 25, Code of Federal
Regulations. The purpose of Part 52
is to provide uniformity and order in
holding elections on tribal constitutions
and bylaws and constitutional amend-
ments, except in Oklahoma and Alaska,
and to facilitate the calling of such elec-
tions by the Secretary under the pro-
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visions of the Indian Reorganization
Act.

Interested persons were given 30 days
within which to submit written com-
ments, suggestions, or objections with
respect to the proposed regulations. As
a result of comments received within the
30-day period, which were carefully con-
sidered, the proposed regulations are
hereby adopted with the following
changes and are set forth below:

1, The definition-of “Indian”, para-
graph (d) of § 52.1, has'been changed in
order that it be more relevant to voting
in elections held pursuant to this Part
52.

2. To provide a definition for terms
not otherwise defined in the regulations,
paragraphs (k) and (1) have been added
to § 52.1.

3. In order to clarify the election cer-
tification format to be executed by the
District Election Board the following in-
sertion has been made in §52.9 “cer-
tification form as prescribed by the Elec-
tion Board”.

4. To assure dissemination of any pro-
posed amendment or constitution, the
following has been added to § 52.13. “At
any time subsequent to receipt of Secre-
tarial authorization to hold the election,
the text of any amendment or proposed
consfitution shall be made available to
the eligible voters of the tribe. The man-
ner and timing of the dissemination shall
be within the discretion of the Election
Board.”

5. To assure that eligible voters of a
tribe who are temporarily absent from
the reservation are extended the priv-
ilege of voting by absentee ballot, the
following has been inserted in the sec-
ond sentence in § 52.17 “temporary ab-
sence from reservation,” and “an eli-
gible”. ’

6. To clarify the intent of the language

“«* + *+ that I will be twenty-one years

of age at the electiondate * * *” asused
in the affidavit prescribed in § 52.17, the
following has been inserted: “or over”.

Part 52 will become effective at the be-
ginning of the 30th calendar day follow-
ing the date of publication in the Fep-
ERAL REGISTER.

STEWART L. UpALL,
Secretary of the Interior.

OCETOBER 12, 1964,

Part 52, Chapter I, Title 25 of the
Code' of Federal Regulations reads as
follows:

See.
52.1
52.2
523
524

Definitions.

Purpose and scope.

Group eligibility.

Assistance from the Department of
the Interior.

Request to call election.

Eligibility of voters.

Adoption by majority vote.

Election board.

District election boards. -

Voting -districts.

Voting list.

Eligibility disputes.

Election notices.

Opening and closing of polls,

Manner of voting,

Ballots.

Absentee -voting.

Contesting of election results,

52.5
52.6
52.7
52.8
529
52.10
52.11
52.12
52.13
52.1¢
52.15
52.16
52.17
52.18
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See.

52.19 Interpreters.

52,20 Electioneering.

52,21 Certifying election returns.
AvuTrHORITY: The provisions of this Part

52 issued under 25 U.S.C, 476.

§ 52,1 Definitions.

As used in this Part 52:

(a) “Secretary” means the Secretary
of the Interior or his authorized repre-
sentative.

(b) “Secretarial election” means an
election held within a tribe pursuant to
regulations prescribed by the Secretary.

(c) “Officer in Charge” means the

Superintendent, Administrative Officer,

or other official of the local unit of the
Bureau of Indian Affairs having juris-
diction.

(d) “Indian” means all persons who
are members of, or are eligible for mem-
bership in, an Indian tribe under Fed-
eral jurisdiction and which tribe-has not
voted to exclude itself from the Act of
June 18, 1934 (48 Stat. 984, as amended,
25 T.S.C. 461, et seq.) .

(e) “Adult Indian” means any Indian
who has attained the age of 21 years. -

(f) “Tribe” means any Indian tribe,
organized band, pueblo, or the Indians
residing on an Indian reservation- or
reservations. Such tribes may consist
of any consolidation of one or more
tribes or parts of tribes.

(g) “Recognized tribe” means any
Indian tribe which has entered into a
treaty, convention, or executive agree-
ment with the Federal Government or
whose tribal entity has been otherwise
recognized by the United States.

(h) “Reservation’” means any area es-
tablished by treaty, Federal statute,
executive order, or otherwise for the use
and occupancy of Indians. -

(i) “Indian Reorganization Act”
means the Act of June 18, 1934 (48 Stat.
984, as amended, 25 U.S.C. 461, et sed.).

(j) “Constitution,” “constitution and
bylaws” means the written organizational
framework of any organized tribe for the
exercise of governmental powers.

(k) “Organized tribe” means a tribe
which accepted the Act of June 18, 1934
(48 Stat. 984, as amended, 25 U.S.C. 461,
et seq.), and adopted a constitution pur-
suant to the provisions of the Act, supra.

(1) “Unorganized tribe” means a
tribe which, not having voted to exclude
itself from the Act of June 18, 1934 (48
Stat. 984, as amended, 25 U.S.C. 461, et
seq.), is entitled to organize pursuant to
the provisions of the-Act, supra, buf has
not done so.

§ 52.2 Purpose and scope.

The purpose of this Part 52 is to pro-
vide uniformity and order in holding
elections to vote on constitutions and by-
laws and constitutional amendments,
and to.facilitate the calling of such elec-
tions by the Secretary under the pro-
visions of the Indian Reorganization Act.

§ 52.3 Group eligibility.

A constitution and bylaws may be
adopted by (a) a tribe or tribes of a
reservation, (b) by adult Indian residents
of a reservation, or (¢) by a traditionally
recognized tribe, except that no group
which has voted to reject the provisions
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of the Indian Reorganization Act shall be
organized under the Act. A tribe orga-~
nized under the Indian Reorgenization

-Act shall adopt amendments to its con-

stitution and bylaws under the regula-
tions in this part.

§ 52.4 Assistance from the Department
of the Interior.

The Department of the, Intenor will
cooperate with and offer advice and as-
sistance to any eligible group in drafting
a consfitution and bylaws or an amend-
ment.

§ 52.5 Requestto call election.

The Secretary will call an election on
adoption of a constitution and bylaws
upon request by the Tribal governing
body or an authorized representative
committee or upon petition filed by=at
least one-third of the adult members of
the group. An election on the adoption
of amendments to the constitution and
bylaws shall be called by the Secretary
when requested as provided in, the
amendment article of the constitution
and bylaws; however, the election shall
be conducted in the manner prescribed
in the rules and regulations in this part.
The Secretary may propose amendments
to the constitution for consideration at
Secretarial elections, unless the consti-
tution and bylaws for Secretarial elec-
tions provide otherwise.

§ 52.6 Eligibility of voters.

. (a) If the unorganized group is a tribe
or tribes of a reservation.

(1) Any adult member regardless of
residence shall be entitled to vote.

(2) Adult nonresidents or ill or physi-
cally disabled members may vote by ab-
sentee ballot. See § 52.17.

(b) If the unorganized group is com-~
posed of the adult Indian residents of a
reservation:

(1) Any adult Indian residents shall
be entitled to vote.

(2) Absentee voting shall be permitted

-for residents temporarily absent from the

reservation, ill, or physically disabled.
() Por organized tribes voting in elec-
tions for amendments of the constitufion
and bylaws, only properly eligible voters
are entitled o vote, i.e., if the group was
organized as a tribe, absentee balloting
is permitted, but if the group was or-
ganized as residents of a reservation, ab-

‘sentee balloting will not be permitted

except as provided in paragraph (b) (2)
of this section.

§ 52.7 Adoption by majority vote.

A constitution and bylaws or amend-
ment. shall be considered adopted if a
majority of those actually voting vote in
favor of adoption provided the total vote
cast is not less than 30 percent of those
entitled to vote; but no action shall be-
come effective until it is approved by the
Secretary.

§ 52.8 Election Board.

(a) There shall be an election board
consisting of the Officer in Charge acting
as chairman and two representatives of
an authorized council or committee of
Indians. In addition the Officer in
Charge may appoint an interpreter and
as many clerks and poll watchers as he

deems necessary but they shall not be
members of the board.

(b) It shall be the dufy of the board
to conduct elections in compliance with
the procedures described in this Part 52
and in particular, (1) to see that the
name of each person offering to vote is
on the official voting list; (2) to Keep the
ballot boxes locked at all times except
when ballofs are being counted; (3) to
see that the ballot is cast by the voter
himself and that thereupon the voting
list is checked to indicate this; (4) as a
board to count the regularly cast ballots
immediately after the close of the polls,
and the absentee ballots immediately
after expiration of the time for their
receipt; (5) to certify the election re-
turns; (6) to return all the ballots to the
ballot boxes which shall be marked and
locked together with all unused ballots
and a copy of the election returns, to the
Officer in Charge.

§ 52.9 -District Election Boards. -

‘Where the reservation has been divided
into voting disfricts either by the tribal
constitution, ordinance, or resolution, or
by the Election Board, the Election Board
shall appoint District Election Boards
for each ‘district which shall have the
duties above prescribed for the Election
Board except that it should retwrn the
ballots in the ballot boxes, all unused
ballots, and its certification (certification
form as prescribed by the Election Board)
of the district election results to the
Election Board which will make the final
recapitulation of the election results
for the entire reservation and transmit it
together with all the aforementioned bal-
lots and ballot boxes to the Officer in
Charge.

§ 52.10 YVoting districts.

“If voting districts have not already
been designated and delimited in the
tribal constitution or by tribal ordinance
or resolution, and in its judgment voting
districts throughout the reservation are

- needed, the Election Board shall delimit

them and designate a polling place for
each district, taking into consideration
the needs and convenience of tribal
members.

§52.11 Votinglist.

The Election Board shall compile an
official alphabetical voting list, arranged
by voting districts, if any, of the members
of the tribe who have attained the age
of twenty-one years. A copy of this list
shall be supplied to each District Election
Board and also posted at the head-
quarters of the local administrative unit
of the Bureau of Indian Affairs and at
various public places designated by the
Election Board throughout the reserva-
tion at least 20 days prior to the election,

§ 52.12 Eligibility disputes.

The Election Board shall determine
any written claim to vote presented to it
by one whose name is not on the official
voting list as well as any written chal-
lenge of the right to vote of anyone whose
name is on this list, and its decision shall
be final. It shall set a date not more
than ten nor less than five days before

the election to pass on all such matters,
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All claims not preéented on or before this
date shall be automatically. disallowed.

§ 52,13 Election notices.

Not less than twenty (20) nor more
than sixty (60) days’ notice shall be given
of an election unless otherwise author-
ized by the Secretary. If an election is
called upon less than twenty (20) days’
notice, absentee voters shall nevertheless
be allowed twenty (20) days irom the
giving of such notice for the Election
Board to receive their ballots. In such
an election the posting of the official vot-
ing list shall coincide with the giving of
such notice. 'The Election Board shall
determine whether the notice shall be
given by television, radio, newspaper,
poster or mail, or by one or more of these
methods, and whether in an Indian lan-
guage in addition to English. A copy of
any written election notice may be mailed
to each voter and posted at the local ad-
ministrative unit of the Bureau of Indian
Affairs and elsewhere as directed by the
Election Board. At any time subse-
quent to receipt of Secretarial authoriza-~
tion to hold the election, the text of any
amendment or proposed constitution
shall he made available to the eligible
voters of the f{ribe.
timing of the dissemination shall be
within the discretion of the Election
Board.

§ 52.14 Opening and closing of polls.

The polls shall remain open from 8
.a.m. to 7 p.m., local time, unless different
hours are set by the Election Board and
the voters informed thereof in the elec-
tion notice.

§ 52.13 DManner of voting.

Any qualified voter may vote by pre-
senting himself at the polls of his voting
district within the prescribed voting
period, announcing to the officials there
his rrame and address and by marking
and placing in the ballot box the ballot

* which shall be handed to him. Voting
shall be by secret ballot. See §52.17
covering absentee voting.

§ 52.16 Ballots.

The Election Board shall cause to be
prepared and furnish all ballots. Each
ballot shall be stamped:

OFFICIAL BALLOT
(Facsimile Signature)
CHAIRMAN, ELECTION BOARD

Should any voter spoil or mutilate his
ballot in the course of voting, he shall,
.in the presence of the election officials,
and, with their consent, destroy it; the
election officials shall then make note of
the destroyed ballot and furnish the
voter with another ballot.

§52.17 Absentee voting.

Nonresident members may vote by
absentee ballot except as prohibited by
§ 52.6(e). Also, whenever due to tempo-
rary absence from the reservation, ill-
ness, or physical disability an eligible
voter is not able to vote at the polls and
duly causes the Election Board to be
notified thereof, he shall be entitled to
vote by absentee ballot. 'The Election
Board shall give or mail ballots for ab-

The manner and’
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sentee voting to volers upon request in
sufficient time to permit the voier to
execute and return same on or hefore the
date of the election or within the time
allowed by the Election Board. To-
gether with the ballot there shall be an
inner envelope bearing on the outside
the words “Absentee Ballot,” a pread-
dressed outer envelope, and an affidavit
in form as follows:

s P , do solemly swear (or
affirm) that I am a member of the —emee-o.
________ Tribe of Indians; that I will be
twenty-one years of age or over at the elec-
tion date and am entitled to vote in the
election to be held on

I cannot appear at the polling place on the
reservation on the date of the election be-~
cause (indicate one of the following reasons)

I expect to be absent from the reservation -

or because of illness [J or physical disability
1. I further swear that I marked the en-
closed ballot in secret.

, Signed:

(Voter)

“Subscribed and sworn to before me this
we—-— day of 19._; and I hereby
certify that the afiant exhibited the ballot
‘to me unmarked; that he then in my pres-
ence and in the presence of no other person,
and in such manner that I could not see his
vote, marked such ballot and enclosed and
sealed the same in the envelope marked
“Absentee Ballot.”
[sEAL] Signed:
Title:

The voter shall make and subscribe to
the affidavit before any officer author-
ized by law_ to administer oaths, and
thereupon in the presence of such officer
and of no other person, mark such ballot

-but in such manner that such officer can-

not know how such ballot was marked,
and such ballot shall then in the pres-
ence of such officer be folded so as to
conceal the marking, and be, in the
presence of such officer, placed in the
envelope marked ‘“Absentee Ballot” and
the envelope sealed. The voter shall then
place the sealed envelope marked “Ab-
sentee Ballot” together with the affidavit
in the outer envelope, and mail it or have
it delivered. The preaddressed outer
envelope shall be directed to the Election
Board at the reservation. Absentee bal-
lots must be received by the Election
Board not later than the close of the
polls on election day, except as covered
by §52.13. The Election Board shall
make and keep a record of ballots mailed,
to whom mailed, the date of mailing, the
address on the envelope, the date of the
return of ‘such ballof, and from whom
received, and shall count and register all
such votes after all other ballots have
been counted and include them in the
resulfs of the election.

§ 52.18 Contesting of election results.‘

Any qualified voter, within three days
following the announcement of the re-
sults of an election, may challenge the
election results by filing with the Secre-
tary through the Officer in Charge his
grounds for the challenge, together with
substantiating evidence thereof. If in
the opinion of the Secretary, the objec-
tions are valid and are of a nature to so

.warrant, the Secretary shall order a re~
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count or a new election. The results of
the recount shall be final.

§ 52.19 Interpreters.

Interpreters where needed may be pro-
vided to explain the manner of voting
to such Indians who ask for instruction
provided all reasonable precautions are
taken so that the inferpreter does not
influence the voler in casting his ballot.
The interpreter shall not accompany the
voter into the booth.

§ 52.20 Electioneering.

. There shall be no electioneering during
voting hours within 50 feet of any vot-
ing place. Sample ballots will be per-
mitted in the voting booth.

§ 52.21 Certifying election returns.

A telegraphic report should be made to
the Commissioner of Indian Affairs im-
mediately after the results of the election
are determined. 'The results of the elec-
tion shall be posted in the Agency Office
and at other public rlaces of the reserva-
tion. The Election Board shall certify
the results of the election on the follow-
ing form and transmit it to the Bureau:
" Certificate of Results of Election. Pursu-
ant to an election authorized by the Secre-

tary of the Interior on _ oo ... , the at-
(Date)

tached constitution and bylaws, or amend-

ment, of the was

(Name of organization)
submitted to the qualified voters of the fribe
and WwWas ON e duly (rejected)

(
(adopted) by a vote of ... for and __ against,
in an election in which at least 30 percent
of the

(Number of members entitled to vote)
members entitled to vote cast their bhallot
in accordance with Section 16 of the Indian
Reorganization Act of June 18, 1934 (48 Stat.
984), as amended by the Act of June 15, 1935
(49 Stat. 378). Signed: (By the chairman
of the Flection Board and the two board
members.)

[FR. Doc. 64-10612; Filed, Oct. 16, 1964;
8:46 am.]

Title 26—INTERNAL REVENUE

Chapter I—Internal Revenue Service,
Department of the Treasury

SUBCHAPTER E—ALCOHOL, TOBACCO, AND
OTHER EXCISE TAXES

IT.D. 67621

PART 175-—TRAFFIC IN CONTAINERS
OF DISTILLED SPIRITS

PART 201—DISTILLED SPIRITS PLANTS
Miscellaneous Amendments

On May 5, 1964, a notice of proposed
rule making to amend 26 CFR Part 175
was published in the FepERAL REGISTER
(29 P.R. 5905). The purposes of the
proposal were to (1) delete the require-
ment that the words *Federal Law For-
bids Sales or Reuse of This Bottle” be
marked on liguor bottles; (2) extend the
definition of a liquor bottle to include
containers of less than one-half pint; (3)
exempt liquor bottles of less than one-
half pint from indicia requirements; (4)
remove any possible implication that
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specific bottle sizes are prescribed for
liqueurs, cocktails, and certain other
specialties; (5) extend existing permif
requirements to include liquor bottles of
less than one-half pint; (6) permit liquor
bottles to be used for display purposes
without drilling the bottles or obliterat-
ing indicia thereon; (7) permit manu-
facturers of botfling equipment to secure
liquor bottles for use in testing bottling
machinery; and (8) reduce the numbey
of photographs required with an applica-
tion for approval of a distinctive liquor
botfle. In accordance with the notice,
interested persons were afforded an op-
portunity to submit written comments
or suggestions pertaining thereto. After
consideration of all relevant matter pre-
senfed regarding the proposed amend-
ments, the regulations in 26 CFR Part
175 as so published are hereby adopfed,
subject to the following changes, and a
conforming amendment of the regula-
tions in 26 CFR Part 201 is made as de-
scribed below:

PARAGRAPH 1. Immediately preceding
Paragraph 1, as published in the notice,
insert Paragraph A.

Par. 2, Paragraph 1 of the notice is
changed by adding, at the end of § 175.1,
a new sentence to read, “The provisions
of this part shall apply in the case of
containers of less than one-half pint ca-
pacity only to the extent of requiring
that such containers, whether they are
filled in the United States or are im-
ported filled, shall be liquor bottles (as
defined in §175.17), shall bear labels
showing the marks and brands pre-
seribed in Subpart D of this part, and
shall be subject to the provisions of Sub-
part I of this part relating to reuse or
refilling of liquor bottles and possession
of refilled liguor boftles.”

PAR. 3. Paragraph 4 is changed by de-
leting, in the proviso in § 175.34, the
words “liquor bottles of less than one~
half pint and.”

PAR. 4. Paragraph 5 is changed to pro-
vide direct reference in § 175.55 to excep-
tions provided in Subpart H of 27 CFR
Part 5.

Par, 5. Paragraph 12 is changed to
provide direct reference in § 175.85 to ex-
ceptions provided in Subpart H of 27
CFR Part 5.

Par. 6. Paragraph 14 is changed by
deleting, in the proviso in § 175.87, the
words “liquor bottles of less than one-
half pint and.”

Par. 7. Paragraph 16 is changed by
deleting in §175.93 the reference to
“§ 175.98a” and inserting in lieu thereof
“§ 175.98".

Par. 8, Paragraph 17 is changed by
deleting in § 175.94 the zreference to
“§ 175.983” and inserting in lieu thereof
“§ 175.98”. )

Par. 9. Paragraph 19, which proposed
insertion of & new section, is changed.

Par. 10. Immediately following Para-
graph 19 insert a paragraph B.

Par. 11. In order to conform 26 CFR
Part 201 to the amendment of 26 CFR
Part 175, § 201.457 is amended.

This Treasury decision shall become
effective on the first day of the first
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month which begins not less than 30 days
after the date of its publication in the
FEDERAL REGISTER.

[searl BERTRAND M. HARDING,
Acting Commissioner
of Internal Revenue.

Approved: October 12, 1964.

STANLEY S. SURREY,
Assistant Secretary
of the Treasury.

PARAGRAPH A. The regulations in 26
CFR-Part 175, Traffic in Containers of
Distilled Spirits, are amended as follows:

ParAGRAPE 1. Section 175.1 is amended
to make the provisions of that part ap-
plicable to containers of less than one~
half pint, and to provide for the use of
liquor bottles” for purposes other than
packaging distilled spirits. Asamended,
§ 175.1 reads as follows:

§175.1 Containers of distilleci spirits,

The regulations in this part relate to
the traffic in containers of distilled spirits
of a capacity of not more than five
wine gallons. This part covers the
manufacture, sale, and use of liguor bot-
tles for packaging -distilled spirits for
other than industrial use; use of liquor
bottles for purposes other than packag-
ing distilled spirits; reports and inven-
tories of liquor bottles; imports and
exports of liquor botfles; permits; and
the purchase, sale, and possession of used
liquor bottles. The provisions of this

_part shall apply in the case of containers

of less than one-half pint capacity only
to the extent of requiring that such con-
tainers, whether they are filled in the
United States or are imported filled, shall
be liquor boftles (as defined in § 175.17),
shall bear labels showing the marks and
brands prescribed in Subpart D of this
part, and shall be subject to the provi-
sions of Subpart I of this part relating
to reuse or refilling of liquor bottles and

_possession of refilled liquor bottles.

Par. 2. Section 175.11 is amended to
include vessels of less than one-half
pint in-the definition of container. As
amended, § 175.11 reads as follows:

§175.11 Container.

“Container” shall mean a vessel of a
capacity of not more than 5 wine gallons
designed or intended for use for the sale
of distilled spirits for other than indus-
trial use.

Par. 3. Section 175.33 is amended to
permit the shipment of liquor bottles to
manufacturers of bottling equipment for

use in testing such equipment, and to .

distributors for display purposes.
amended, § 175.33 reads as follows:

§ 175.33 Persons authorized to receive
liquor bottles."

No person may ship, consign, or deliver
liquor bottles exeept to authorized bot-
tlers to whom the assistant regional com-
missioner, or the Director, Alcohol and
Tobacco Tax Division, in the case of
States, has assigned an appropriate sym-
bol and number for marking liquor bot-
tles: Provided, That liquor bottles may be
shipped pursuant to Form 98 by the man-
ufactu;er to another person for addi-
tional processmg, such as coloring or

As

cutting, where legal title and custody to
such liquor bottles are retained by the
manufacturer until they are delivered, to
the permittee-user: Provided further,
That liquor bottles may be shipped to
other persons for other uses, in accord-

- ance with §§ 175.65 and 1'75.66.

Par. 4. Section 175.34 is amended to
delete the requirement that the words
“Federal Law Forbids Sale or Reuse of
“This Bottle” be marked on liquor bottles,
to remove the reference to § 175.56 which
is being delefed, and fo exempt liquor
bottles of less than one-half pint from
the markings required by this section.
As amended, § 175.34 reads as follows°

§175.34 Indicia for domestic liquor
bottles. -

There shall be legibly blown, etched,
sand-blasted, marked by underglaze col-
oring, or otherwise permanently marked
by any method approved by the Director,
Alcohol and Tobacco Tax Division, in
either the bottom or the body of each
liquor bottle (a) the permit number of
the manufacturer, (b) the year of the
manufacture (which shall be indicated
by the last two numerals), and (¢) a
symbol and number assigned by the as-
sistant regional commissioner, or by the
Director, Alcohol and Tobacco Tax Divi-
sion, in the case of States, to represeng
the name of the bottler procuring the
same: Provided, That liguor bottles
which are authorized by the Director,
Alcohol and Tobacco ‘Tax Division, under
§§ 175,57 and 175:58 may be manufac~
tured and shipped, consigned, or deliv~
ered, as excepted from the marking re-
quired by this section.

Par. 5.-Section 175.55 is amended to
remove any possible implication that
specific bottle sizes are prescribed for
liqueurs, cocktails, and certain other
specialties. . As amended, § 175.55_reads
as follows: \

§ 175.55 General. Vv

Distilled spirits packaged for sale in
domestically manufactured containers
(as defined by § 175.11) shall be pack~
aged only in liquor bottles which con~
form to the requirements of this part,
and which conform to the standards of
fill provided in Subpart H of 27 CFR
Part 5 (with due regard for the excep-
tions provided in § 5.74 of that subpart).

§175.56 [Revoked]

Par. 6. Section 175.56 is revoked.
. PaRr. 7. Section 175.59 is amended to
reduce the number of photographs re-
quired with an application for the ap-
proval of a distinctive liquor bottle, from
25 to 12. As amended, § 175.59 reads
as follows:

§ 175.59 Approval of distinetive liquor
bottles.

Application in letter form for the ap-
proval of any distinctive liquor bottle,

-accompanied by a specimen bottle (or

an authentic model or other representa-
tion acceptable to the Director, Alcohol
and Tobacco Tax Division), and 12
photographs thereof, size 5’* x 7’’, shall
be submitted to the Director, Alcohol and
Tobacco Tax Division. In the case of
lquor boftles which the applicant in-
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tends to qualify under the provisions of
§ 175.57, the application shall include
o statement of the cost of each such
bottle to the  bottler. Approval of the
distinctive bottle by the Director, Alco-
hol and Tobacco Tax Division, will be
obtained, prior to submission of an ap-
plication (Form 98) to the assistant
regional commissioner. Such application
(Form 98) shall specify the number of
the bottle assigned by the Director, Al-
cohol and Tobacco Tax Division, -

PAR. 8. Section 175.62 is amended to
recognize that liquor bottles may be used
for display or for testing purposes. As
amended, § 175.62 reads as follows:

§ 175.62 Use and resale of liquor hottles.

No bottler shall use any liquor bottle
except for packaging distilled spirits, or
resell any liquor bottle except in connec-
tion with the sale of its contents, or
divert any liquor bottle from his own
use except upon application (Form 98)
to and authorization by the assistant
regional commissioner, as provided by
§ 175.111, (For provisions relating to
furnishing of bottles for display or test-
ing purposes, see § 175.65 or § 175.66.)

Par. 9. Anew section, § 175.65, is added
to permit the use of liquor bottles for
display purposes. The new § 175.65
reads as follows: .

*§ 175.65 Bottles to be used for display
- purposes.

Bottlers may furnish liquor bottles to
liquor dealers for display purposes, pro-
vided that each bottle is marked to show
that it is to be used for such purpose.
Any paper strip used to -seal the bottle
shall be of solid color and without de-
slgn or printing, except that the use of
g border or a design, formed entirely of
the legend “not genuine—for displdy
purposes only” is permissible. ‘The bot-
tler shall keep records of the disposition
of such bottles, showing names and ad-
dresses of consignees, dates of shipment,
and size, quantity, and description of
bottles.

‘Par. 10. A new section, § 175.66, is
added to permit the use of liquor bottles
by manufacturers of bottling machinery
in testing bottling machinery. The new
§ 175.66 reads as follows:

§175.66_  Bottles to be used for testing
bottling ma ery.

Pursuant to letterhead appncatlon the -

assistant regional commissioner may,
. with the approval of the Director, Al-
cohol and Tobacco Tax Division, author-
ize any manufacturer of bottling ma-
chinery in his region to procure a specific
number of bottles from a bottler or a bot-
tle manufacturer for use in testing bot-
tling machinery.

Par. 11, Section 175.75 is amended to
provide for inspection of records and
stocks of liquor bottles in the hands of
persons other than manufacturers and
bottlers., As amended, § 175.75 reads as
follows:

§ 175.75 Inspectxon of stocks and ree-
ords of liquor -hottles.

The records required to be‘kept under
the provisions of this subpart; and all
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stocks of liquor bottles in the hands of
manufacturers, bottlers, and other per~
sons who receive bofiles pursuant to
this part, shall at all times be available
for inspection by the assistant regional
commissioner and other duly authorized
officers of the Internal Revenue Service.

Par. 12. Section 175.85 is amended to
remove any possible implication that
specific boitle sizes are prescribed for
liqueurs, cockfails, and cerfain other
specialties. As amended, § 175.85 reads
as follows:

§ 175.85 General.

Distilled spirits packaged for sale in
imported containers (as defined by
§ 175.11) shall be packaged only in liquor
bottles which conform to the require-
ments of this part, and which conform
to the standards of fill provided in Sub-
part H of 27 CFR Part 5 (with due regard
for the exceptions provided in § 5.74 of
that subpart) .

PaR. 13, Section 175.86 is amended to
remove the reference to § 175.88 which is
being deleted. A printing error is cor-
rected by changing the third word from
the end of the section from “part” to
“port.” As amended, § 175.86 reads as
follows:

§ 175.86 Permit required.

Empty liquor bottles may be imported
into the United States only pursuant to
a permit issued in accordance with the
provisions of §§175.87, 175.89, and
175.90: Provided, That where a permit
has been issued covering the importation
of liquor bottles through one port of
entry, an additional permit for importa-
tion of such liquor bhottles through
another port will not be required if the
importer furnishes photographic copies
of the original permit to the collector of
customs of each such other port and to
the assistant regional commissioner (if
the permit was not originally issued by
him) of the region in which such other
port is located.

Par. 14, Section 175.87 Is amended to
delete the requirement that the words
“Federal Law Forbids Sale or Reuse of
This Bottle” be marked on liquor bottles,
to remove the reference to § 175.88 which
is being deleted, and to exempt liquor
bottles of less than one-half pint from
the markings required by this section.
As amended, § 175.87 reads as follows:

§ 175.87 Indicia
bottles.

Upon application (Form 98) by any
importer or bottler, the assistant re-
gional commissioner of the region in
which the applicant is sifuated may, by
the issuance of an appropriate permit,
authorize the importation, for the pack-~
aging of either domestic or imported dis-
tilled spirifs, of empty liquor bottles.
The assistant regional commissioner is-
suing the permit will furnish a copy to
the assistant regional commissioner of
the region in which the port of entry
is sitnated. 'There shall be legibly blown,
etched, sand-blasted, marked by under-
glaze coloring; or otherwise permanently
marked by any method approved by the
Director, Alcohol and Tobacco Tax Divi-~

for empty liquor
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sion, either in the bottom or in the body
of each such bottle imported under this
provision, the name, and the name of
the city or country of address, of the
manufacturer, and the permit symbol
and number of the bottler: Provided,
That liquor bottles of less than one-half
pint and liquor bottles which are au-
thorized by the Director, Alcohol and
Tobacco Tax Division, under §§ 175.89
and 175.90 may be imported, as excepted
from the markings required by this
section.

§ 175.88 T[Revoked]

Par. 15. Section 175.88 is revoked.

PaAr. 16. Section 175.93 is amended to
remove the reference to § 175.95 which
is being deleted and to add a reference
to new § 175.98a. As amended, § 175.93
reads as follows:

§175.93 Permit required.

Ligquor bottles containing distilled
spirits, other than bottles conforming to
the provisions of § 175.94, may be im-
ported into the United States only pur-
suant to a permit issued in accordance
with the provisions of §§ 1'75.96 to 1'75.98
and § 175.100: Provided, That, where a
permit has been issued covering the im-
portation of filled liquor bottles through
one port of entry, an additional permit
for importation of such liquor bottles
through another port will not be required
if the importer furnishes photographic
copies 6fthe original permit to the col-
lector of customs at each such other port
and to the assistant regional commis~
sioner (if the permit was not originally
issued by him) of the region in which
such other port is located.

Par. 17. Section 175.94 is amended to
delete the requirement that the words
“PFederal Law Forbids Sale or Reuse of
This Bottle” be marked on liquor bottles,
to remove the reference to § 175.95 which
is being deleted, and to add a reference
to new § 175.98a. As amended, § 175.94
reads as follows:

§175.94 Indicia.

‘There shall be legibly blown, etched,
sand-blasted, marked by underglaze
coloring, - or otherwise permanently
marked by any method approved by the
Director, Alcohol and Tobacco Tax Divi-
sion, either in the bottom or in the body
of all liqguor bottles containing distilled
spirits imported from foreign countries
the name, and the name of the city or
country.of address, of the manufacturer
of the spirits, or of the exporter abroad,
or the name, and the name of the city
of address, of the importer in the United
States, except as provided in §§ 175.96 to
175.98 and § 175.100.

§175.95 [Revoked] ~

Par. 18. Section 175.95 is revoked.

Par. 19. Section 175.101 is amended to
provide for the. exportation of empty
liquor bottles for uses other than bottling
spirits for importation into the United
States. As amended, § 175.101 reads as
follows:

§175.101 Exports.

Containers in which distilled spirits
are to be exported shall not be subject to
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the indicia requirements of this part and
the procurement and use of confainers
other than liquor bottlés for this purpose
may be authorized under permit upon
application (Form 98) to the assistant
regional commissioner of the region in
which the bottler is located. The manu-
facturer and exportation of empty liquor
bottles for bottling distilled spirits
abroad for importation info the United
States may be authorized under permit
upon application (Form 98) to the as-

sistant regional commissioner of the .

region in which the bottles are to be
manufactured; similarly the exportation
of used liquor hottles for reuse by the
original bottler abroad for packaging
distilled spirits for importation into the
United States may be authorized under
permit issued by the assistant regional
commissioner of the region in which such
used bottles are stored, pursuant to an
application (Form 98) filed by the im-
porter. The exportation of empty liquor
bottles for use abroad may be authorized
under permit upon application (Form
98) to the assistant regional commis-

sioner of the region from which the -

bottles will be exported.

Par. B. The regulations in 26 CFR Part
201, Distilled Spirits Plants, are amended
as follows:

Par. 1. In order to conform 26 CFR
Part 201" to the amendment of 26 CFR
Part 175, § 201.457 is amended to read as
follows:

§ 201.457

Liquor bottles may not be used for
wines containing 24 percent alcohol by
volume or less or for products manufac-
tured with such wines unless such prod-
ucts contain spirits other than wine
spirits used il wine production. Liquor
bottles may be used, but need not be
used, in bottling spirits for export. (See

Liquor bottles.

Part 175 of this chapter for provisions.

respecting liquor bottles.)
(72 Stat. 1374; 26 U.S.C. 5301)

(Sec. 7805 of the Internal Revenue Code;
68A Stat. 917; 26 U.S.C. 7805)

[FR. Doc. 64-10624; Filed, Oct. 16, 1964;
8:47 am.]

[T.D. 6763]

PART 250—LIQUORS AND ARTICLES
FROM PUERTO RICO AND THE VIR-
GIN ISLANDS

PART 251—IMPORTATION OF DIs-
TILLED SPIRITS, WINES, AND BEER

Containers of Less Than One-Half
Pint

On May 5, 1964, a notice of proposed
rule making to amend 26 CFR Parts 250
and 251 was published in the FEDERAL
REGISTER (29 F.R. 5907). In accordance
with the notice, interested parties were
afforded an opportunity to submit writ-
ten comments or suggestions perfaining
thereto. No comments or suggestions
were received within the 30-day period -
preseribed in the notice, and the amend-
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ments as published in the FEDERAL REecIs-
TER are hereby adopted.

This Treasury decision shall become
effective on the first day of the first
month which begins not less than 30 days
after date of its publication in the
FEDERAL REGISTER.

[seAL] BERTRAND M. HARDING,
Acting Commnissioner

of Internal Revenue.

PHiLip NiCcHOLS, Jr.,
Commissioner of Customs.

Approved: October 13, 1964.

STANLEY S. SURREY,
Assistant Secretary
of the Treasury.

In order to extend the provisions of

26 CFR Parts 250 and 251, as they relate

to -size of containers, to containers of
less than one-half pint, the regulations
in 26 CFR Parts 250 and 251 are amended
as follows:

ParaGrRAPH A. 26 CFR Part 250 is
amended as follows: ,

1. Section 250.38 is amended by strik-
ing therefrom the phrase “not less than
one-half pint and”. Asamended, § 250.38
reads as follows:

§ 250.38 Containers of distilled spirits.

Containers of distilled spirits brought
into the United States from Puerto Rico,
having a capacity of not more than 1 gal-
lon, shall conform to the requirements
of Part 175 of this chapter.

(72 Stat. 1374; 26 U.S.C. 5301) )
2. Section 250.203 is amended by- strik-

ing therefrom the phrase “not less than .

one-half pint and”.
203 reads as follows:

§ 250.203 Containers of 1-gallon or less.

_ Containers of distilled spirits brought
into the United States from the Virgin
Jslands, having a capaeity of not more
than 1 gallon, shall conform to the re-
quirements of Part 175 of this chapter.

(72 Stat. 1374; 26 U.S.C. 5301)

ParacraPH B. 26 CFR Part 251 is
amended as follows:

1. Section 251.56 is amended so that
it will apply to containers of less than
one-half pint and to make clarifying
changes. As amended, §251.56 reads
as follows:

§ 251.56 Distilled spirits containers of
a capacity of not more than 1 gallon,

Bottled distilled spirits imported into
the United States for sale shall be bottled
in liquor bottles which conform to the re-
quirements of Part 175 of this chapter
and 27 CFR Part 5, and shall be stamped
in accordance thh this part. Empty
containers imported for the packaging
of distilled spirits shall conform to the
requirements of Part 175 of this chap-
ter. (For Customs requirements as to
marking, see 19 CFR Parts 11 and 12.)
(Sec. 7805 of the Internal Revenue Codey
68A Stat. 917; 26 U.S.C. 7805)

As amended § 250.-

[FR. Doc. 64-10625; Filed, Oct. 16, 1964;

8:47 a.m.]}

Title 36—PARKS, FORESTS,
AND MEMORIALS

° Chapter llI—Corps of Engineers,
Department of the Army

PART 311—PUBLIC USE OF CERTAIN
RESERVOIR AREAS

Additional Areas

The Secretary of the Army having de-
termined that the use of the following
reservoir areas by the general public for
boating, swimming, bathing, fishing, and
other recreational purposes will not be
contrary to the public inferest and will
not be inconsistent with the operation
and maintenance of the reservoirs for
their primary purposes, hereby prescribes
rules and regulations for their public use,
pursuant to the provisions of section 4
of the Flood Control Act of. 1944, as
amended (76 Stat. 1195), adding the
reservoirs to the list in § 311.1, as follows:

§ 311'1 Areas covered.

* * *x *x *
ILLINOIS
Carlyle Reservoir Area, Kaskaskia River.
* * * * *
KENTUCKY
* * * * ‘ *

Fishtrap Reservoir Area, Levisa Fork.
Grayson Reservoir Area, Little Sandy River.

* . % ® ) * *
OxnrIo
E * * * . *
Delaware Reservoir Area, Olentangy River.
* * * * N *
VIRGINIA
* ] * * *

JohneW. Flannagan Reservoir Area, Pound
River. Lo

North ¥Fork of Pound Reservoir Area, North
Fork of Pound River.

* * * * *
‘WEST VIRGINIA
* * % * *

Summersville Reservoir Area, Gauley River.
[Regs., Sept. 24, 1964, ENGCW-OM] (Sec.
4, 58 Stat. 889, as amended; 16 U.S.C. 460d)

1,. H. WALKER, JT.,
Brigadier General, U.S. Army,
Acting The Adjutant General.

[F.R. Doc. 64-10614; Filed, Oct. 16, 1964;
8:47 a.m.]

Title 3(1——MINERAL RESOURCES

Chapter —Bureau of Mines, Depari-
ment of the Interior

PART 45—TITLE 1i, FEDERAL COAL
MINE SAFETY ACT OF 1952

Interpretations

On page 1551 of the March 9, 1957,
issue of the FEDERAL REGISTER, an inter-
pretation of section 209(g) (1) of the
Federal Coal Mine Saftey Act was pub-
lished. Section 45.46-1 (f) and (j) are
hereby amended as follows:
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§ 45.46-1 Minimum requirements.

* * * * x

(f) (1) Unless water lines, equipped
with outlet valves at intervals of not
more than 500 feet and capable of de-
livering 50 gallons of water per minute
at a mnozzle pressure of 50 pounds per
square inch, are installed along main and
secondary haulage roads and extend to
the working sections; and unless 1,000
feet of fire hose with fittings suitable for
. connection with such water lines are
available; two portable water-tank cars
of at least 1,000 gallons capacity each,
equipped with a high-pressure pump and
not less than 300 feet of fire hose with
nozzles, or two portable chemical cars
containing or carrying eguivalent pro-
tection, shall be provided: Provided,
however, That one of the two water-tank
cars or chemical cars may be replaced by
(1) a portable high pressure rock-dusting
machine fitted with at least 250 feet of
hose, with at least 60 sacks of rock dust
in good condition near it at all times, or
(ii) a portable foam-generating machine
with facilities for supplying the machine
with 30 gallons of water per minute at a
pressure of 30 pounds per square inch
for a period of not less than 20 minutes.

(2) These units shall be stationed at
strategic locations and ready for use at
all times. Where two or more adjacent
mines are connected by track, one of the
two water-tank cars or chemical cars
(or their substitutes) required for each
mine may be a common unit.

E ] * * *® E

(3) Af every mine there shall be avail-
able for emergency use thefollowing ma-
terials: 1,000 bhoard feet of brattice
boards, 3 rolls of brattice cloth, 2 hand
saws, 25 pounds 89 nails, 25 pounds 104
nails, 25 pounds 16¢ nails, 3 claw ham-
mers, 25 bags of wood fiber plaster or 10
bags of cement (or equivalent material
for stoppings), and in addition 5 tons of
rock dust.

* » * x *

MARLING J. ANKENY,
Director, Bureau of Mines.

OcTOBER 13, 1964.

[FR. Doc. 64-10613; Filed, Oct. 16, 1964;
; 8:46 am.]

Title 41—PUBLIC CONTRACTS
AND PROPERTY MANAGEMENT

Chapter 8—Veterans Adminisiration
PART 8-3—PROCUREMENT BY
NEGOTIATION

PART 8—4—SPECIAL TYPES AND
METHODS OF PROCUREMENT

PART 8-16—PROCUREMENT FORMS

PART 8-75—DELEGATIONS OF
AUTHORITY
Miscellaneous Amendments

1. Section 8-3.604-6 is revised to read
as follows:
§ 8-3.604—6 Procurement and payment.

(a) Each purchase costing $15.00 or
more will be supported by a cash register
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receipt, invoice, sales slip, or other sales
document which shall, if possible, contain
an itemized listing of the items pur-
chased and be signed by the vendor or
his agent. When it is not possible to
secure the listing or signature a sub-
voucher containing this information will
be prepared, signed by the purchaser,
and attached to the receipt.

(b) Each purchase costing less than
$15.00 shall be supported as required in
paragraph (a) of this section, except that
the signature of the vendor or agent need
not be secured. If a receipt canmot be
secured the purchaser shall prepare and
sign Standard Form 1165, Receipt for
Cash—Subvoucher, listing thereon the
name of the vendor and the articles or
services purchased. ;

2. Section 8-3.606-5 is revised to read
as follows:

§ 8-3.606-5 Agency implementation.
(a) Blanket purchase arrangements

for open-market transactions may be

made without regard to a limitation of
time or dollar amount. The existence of
blanket purchase arrangements does not
in any way eliminate the requirement
for obtaining reasonable competition.
No single purchase under blanket pur-
chase arrangements for open-market
transactions will exceed $2,500.

(b) The duplicate and triplicate
copiés of the VA Form 07-2237, Request,
Turn-in and Receipt for Property or
Services, requesting the purchase will
be used as the receiving report and prop-
erty voucher for each individual pur-
chase made under tlLese arrangements.

(c) Agreements will be reviewed
periodically to insure that they are ad-
vantageous to the Veterans Administra-
tion. Cancellation shall be effected
when an adverse determination is made.

(d) Items procured under blanketf pur-

chase arrangements will be analyzed
periodically to determine if they can be
procured more economicglly by con-
solidating requirements and making
periodic buys.
- (e) Blanket purchase arrangements
made under existing contracts are re-
stricted only to the period of the con-
tract.

3. Section 8-4.5101 is revised fto read
as follows:

§ 84.5101 Delegation of authority to
- purchase narcotics.

.Heads of field stations are authorized
to certify to the appropriate District
Director, Internal Revenue Service, on
the form prescribed by the Treasury
Department, the names of the Chief and
Assistant Chief, Supply Division or Chief,
Business Services Division and one Con-
tracting Officer as accredited officials of
the Veterans Administration to purchase
narcotics, in accordance with Articles 93
and 94, Bureau of Narcotics Regulation
No. 5. The Assistant Director, Supply
Service, VA Supply Depot, Somerville,
N.J., will certify to the District Director,
Internal Revenue Service that the Chief,
Marketing Division for Drugs and Chem-
icals, and the Supervisory Procurement
Agent are accredited officials of the Vet-
erans Admijnistration to purchase nar-
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cotics. Credentials will be renewed each
fiscal year. ‘

4. Sections 8-16.350 and 8-16.350-1 are
revised to read as follows:

§ 8-16.350 Use of purchase orders.

Except for drop shipment contracts
and as provided in FPR 1-3.6 and sub-
part 8-3.6 or in this subpart 8-16.3, all
purchases of supplies, equipment, and
services will be by means of one of the
purchase forms prescribed in these sub-
parts.

§ 8-16.350-1 Special forms.

Where departmental forms are pro-
vided for specific types of purchase, such
forms will be used in lieu of those pro-
vided in FPR 1--3.6 and subpart 8-16.3.

5. In § 8-75.101(a), a new subpara-
graph (8) is added and the former sub-
paragraphs (8) and (9) are redesignated
(9) and (10) so that the new and re-
designated material reads as follows:

§ 8-75.101 Delegation.

(a) +t ¥ %

(8) Chief, Business Services Division,
VA field stations. ’

(9) Chief, Central Office Building and
Supply Division.

(10) Chief, Marketing Division.

* * * * *

6. In § 8-75.201-3, the section heading
is amended fo read as follows:

§ 8-75.201-3 Architectural and Engi-

neering Services; central office.

7. Section 8-75.201-5 is revised to read
as follows:

§ 8-75.201-5 Construction contracts;
field stations, supply depots.

The Chief, Supply or Business Services
Division, at a field station, the Assistant
Director, Supply Service for a VA Supply
Depot, and any employee designated by
them in accordance with § 8-75.101(b)
are authorized to execute, award, and ad-
minister contracts for construction proj-
ects assigned by Central Office Construc-
tion Service or those accomplished with
station or depot funds. Contracting
Officers, in executing, awarding, and ad-
ministering construction contraets, in-
cluding those for maintenance and re-
palir projects will be guided by Federal
Procurement Regulations, Veterans Ad-
ministration Procurement Regulations,
and procedures established by the As-
sistant Administrator for Construction.

8. Section 8-75.201-8 is revised to read
as follows:

§ 8-75.201-8 Issue of Government bills
of lading—Transportation of Prop-
erty.

The Chief, Transportation Section at
a, VA Supply Depot is delegated authority
to issue and sign as issuing officer, Gov-
ernment bills of lading for the transpor-
tation of supplies, materials, and equip-
ment. He, in turn, may designate one
or more freight rate specialists under his
supervision, and authority is hereby dele-
gated to such subordinates, to issue and
sign as issuing officer, Government bills
of lading for the transportation of sup-
plies, materials, and equipment. Desig~
nations will be in writing and specifically
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set forth the scope and limitation of the
designee’s authority.

9. Section 8-75.201-10 is revised to
read as follows:

§ 8-75.201-10 Arxchitectural and engi-

neering services; field stations, sup-

ply depots.

The Chief, Supply or Business Serv-
ices Division at a field station, the As-
sistant Director, Supply Service for a VA
Supply Depot, and any employee desig-
nated by them in accordance with
§ 8975.101(b) are authorized to execute,
award, and administer contracts for the
acquisltion of architectural and engi-
neering services when the cost of such
services are chargeable to station or depot;
funds.

(Sec. 205(c), 63 Stat. 390, as.amended, 40
U.S.C. 486(c); sec. 210(c), 72 Stat, 1114, 38
US.C.210(c))

These regulatlons are effective im-
mediately.

‘Approved: October 12, 1964,
By direction of the Administrator.

[sEAL] A. H, MoxEK,
Associate Deputy Administraior.

[FR. Doc. 64-10628; Filed, Oct, 16, 1964;
8:47 am.]

~ Title 43—PUBLIG LANDS:
- INTERIOR

Chapter ll-—Bureau of Land Manage-
ment, Department of the Interior

SUBCHAPTER C—MINERALS MANAGEMENT
{3000)

[Circular 2168] N

PART 3210—ACQUIRED LANDS
LEASING ACT

Subpart 3210—Acquired Lands
Leasing Ack: General -

On page 6650 of the FEDERAL REGISTER
of May 21, 1964, there was published a
proposal to amend paragraph (a) of
§ 3212.1,

The primary purpose of the proposed
amendment was to clarify the nature of
the content of applications for mineral
permits and leases and also of the sup-
plemental information to be submitted
with such applications. —

Interested persons were given 30 days
within which to submit written com-
ments, suggestions, or objections with

t
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-respect to the, proposed amendment.

After consideration of all of the com=
ments, suggestions, and objections re-
ceived during that period, the following
changes and modifications have been
made in the proposed amendment. The
requirement that offers to lease and ap-
plications be accompanied by a copy of
the deed by which the United States ac-
quired its interest in the land or min-
erals and by a copy of any deed by which
the United States may have conveyed
any interest therein has been eliminated.
The requirement that unsurveyed lands
be described in the deed to the United
States has been amplified by a reference
to any document by which the United
States acquired its interest other than
by deed, as in a declaration of taking or
a judgment of a court of competent
jurisdiction vesting title in the United
States. A number of typographical er-
rors which appeared in the original pub-
lication of the proposed amendment

"have also been corrected.

The amendment is hereby adopted as
set forth below and shall become effec-
tive 30 days after publication in the FEp~
ERAL REGISTER.

Paragraph (a) of § 3212.1 is amended
to read as follows:

§ 3212.1 Supplemental information re-
quired in offers and applications for
leases and permits; place of filing.

(a) Each offer or application for a
lease or permit must (1) contain a state-
ment that applicant’s interest, direct or
indirect, in leases, pefmits, or applica-
tions for similar minerals does not ex-
ceed the maximum chargeable acreage
permitted to be held for that mineral in

-federally-owned acquired lands in the .

same State; (2) be accompanied by a
map upon which the desired lands are
clearly marked showing their location
with respect to the administrative unit
or project of which they are a part
(such map need not be submitted where
the desired lands have been surveyed
under the rectangular system of public
land surveys, and the land description
can be conformed to that system), and
(3) describe the lands for which the
lease or permit is desired as follows:

(1) If the land has been surveyed
under the rectangular-system of public
land surveys, and the description can be
conformed to that system, the land must
be described by legal subdivision; sec-
tion, township, and range. Where the
description cannot be conformed to the
public land surveys, any boundaries
which do nobt so conform must be de-
scribed by metes and bounds, giving

courses and distances between the suc-
cessive angle points with appropriate
ties to the nearest existing official survey
corner. If not so surveyed and if within
the area of the public land surveys, the
Jand must be described by metes and
bounds, giving courses and distances be-
tween the successive angle points on the
boundary of the tract, and connected
with a reasonably nearby corner of those
surveys by courses and distances.

(ii) If the lands have not been sur-
veyed under the rectangular system of
public land surveys, and the tract is not
within the area of the public land sur-
veys, it must be described as in the deed
or other deccument by which the United
States acquired title to the lands or min-
erals. If the desired land constitutes
less than the entire tract acquired by the
United States, it must be described by
courses and distances between successive
angle points on its boundary tying by
course and distance into the description
in the deed or other document by which
the United States acquired title to the
land. In addition, if the description in
the deed or other document by which the
United States acquired title to the lands
does not include the courses and dis-
tances between the successive angle
points on the boundary of the desired
tract, the description in the offer must
be expanded to include such courses and
distances.

(iil) If an acquisition tract number
has been assigned by the acquiring
agency to the identical tract desired, a

.deseription by such tract number will be

accepted. Such offer or application must
be accompanied by the map required by
subparagraph (2) of this paragraph.
(iv) Where an offer or application in-
cludes any accreted lands that are not
described in the deed fo the Unifed
States, such accreted lands must be de-
seribed by metes and bounds, gjving
courses and distances between the suc-
cessive angle points on the boundary of
the tract, and connected by courses and
distances to an angle point on the perim-

eter of the acquired tract to which the

accretions appertain. .

(v) The offeror or applicant must, if
practicable, give the name of the admin-
istrative unit or project of which the
lands applied for are a part.

* * * * -
JOHN A. CARVER, Jr.,
Acting Secretary of the Interior.

OcTOBER 13, 1964,

[FR. Doc. 64-10615; Filed, Oct 16, 1964;
. 8:47 am.]



Proposéd Rule Making

DEPARTMENT OF AGRIGULTURE

Agricultural Marketing Service
17 CFR Part 9051

ORANGES, GRAPEFRUIT, TANGER-
INES, AND TANGELOS GROWN IN
FLORIDA.

Proposed Approval of Expenses and
Fixing of Rate of Assessment for
1964-65 Fiscal Period -

Consideration is being given to the
following proposals submitted by the
Growers Administrative Committee, es-
tablished under marketing agreement,
as amended, and Order No. 905, as
amended (7 CFR Part 905), regulating
the handling of oranges, grapefruit, tan-
, gerines, and tangelos grown in Florida,

effective under the Agricultural Market-
ing Agreement Act of 1937, as amended
(7 U.S.C. 601-674), as the agency to ad-
minister the terms and provisions
thereof:

(a) That the Secretary of Agriculture
find that expenses not to exceed $143,000
will be necessarily incurred during the
* fiseal period August 1, 1964, to July 31,

1965, for the maintenance and function-
ing of the committee established under
the aforesaid amended marketing agree-
ment and order. .

(b) That the Secreta,ry of Agriculture
fix, as the share of such expenses which
each handler who first handles fruit shall
pay during the aforesaid fiscal period in
accordance with the aforesaid amended
marketing agreement and order, the
rate of assessment at six mills ($0.006)

_per standard packed box of fruit handled
by such handler as the first handler
thereof during such fiscal period.

{¢) Terms used in the amended mar-
keting agreement and order shall, when
used herein, have the same meaning as
is given to the respective term in said
amended marketing agreement and
order.

All persons who desire to submit writ-

“ten data, views, or arguments in con-
nection with the aforesaid proposals
should file the same, in quadruplicate,
with the Hearing Clerk, United States
Department of Agriculture, Room 112,
Administration Building, Washington,
D.C., 20250, not later than the 10th day
after the publication of this notice in the
FeDERAL REGISTER. All written submis-
sions made pursuant to this notice will be
made available for public inspection at
the office of the Hearing Clerk during
regular business hours (7 CFR 1.27(b)).

Dated: October 14, 1964.
PauL A. NICHOLSON,
Deputy Director, Fruit and Veg-
etable Division, Agricultural
Marketing Service.

[FR. Doc, 64-10642; Filed, Oct. 16, 1964;
8:49 a.m.]

DEPARTMENT OF HEALTH, EDU-
CATION, AND WELFARE

Food and Drug Adminisiration
[ 21 CFR Parts 45, 1211

OLEOMARGARINE IDENTITY STAND-
ARD; FOOD ADDITIVES DELTA-
DECALACTONE AND DELTA-
DODECALACTONE .

Proposals To Amend Identity Standard
and To Issue Regulation Establish-
ing Safety of Food Additive

1, Pursuant to the provisions of the
Federal Food, Drug, and Cosmetic Act
(secs. 401, 701, 52 Stat. 1046, 1055, as
amended 70 Stat. 919, 72 Stat. 948; 21
U.S.C. 341, 371) and in accordance with
the authority delegated to the Commis-
sioner of Food and Drugs by the Secre~
tary of Health, Education, and Welfare
(21 CFR 2.90; 29 F.R. 471), notice is
given that a petition has been filed by
Lever Brothers Company, 390 Park Ave-
nue, New York, N.Y., proposing that the
jdentity standard for olemargarine (21
CFR 45.1) be amended to permit the use
of delta~decalactone and delta-dodecal-
actone as optional artificial flavoring
ingredients.

It is proposed that §45.1 be amended
by redesignating the text of paragraph
() (R EV) as (@) B)(Gv) (@), and by
adding thereto a new item, designated
as (@) ) Av) (). As amended, the
affected portions will.read:

§ 45.1 Oleomargarine, margarine; iden-
tity; label statement of optional in-
gredients.

* * * * *

(a) * ¥ %

(3) * % %

(iv) (@) The artificial favoring diacetyl
added as such or as starter distillate or
produced during the preparation of the
product as a result of the addition of
citric acid or harmless citrates.

(b) The artificial flavorings delta-
decalactone, in an amount not to exceed
10 parts per million, or delta-dodeca-
lactone, in an amount not to exceed 20
parts per million by weight of the fin-
ished oleomargarine, or a combination
of these, used in , accordance with
§ 121.1144 of this chapter.

2. The Commissioner of Food and
Drugs, having considered the relevant
information in this matter, proposes on
his own initiative to amend the food
additive regulations to provide for the
safe use of the aforementioned flavorings
in the subject food. Therefore, pur-
suant to the provisions of the Federal
Food, Drug, and Cosmetic Act (sec.
409¢d), 72 Stat. 1787; 21 U.S.C. 348(d)),
and under the authority delegated to him
by the Secretary of Health, Education,
and Welfare (21 CFR 2.90; 29 F.R. 471),

the Commissioner proposes that
§121.1144 Dbe amended to read as
follows:

§ 121.1144 XLactones.

The following food additives may be
used in margarine, alone or in combina-
tion, as artificial flavoring agents:

(2) Delta-decalactone, In an amount
not exceeding 10 parts per million by
weight of the finished margarine.

\ (b) Delta-dodecalactone, in an amount
not exceeding 20 parts per million by
weight of the finished margarine.

All interested persons are invited to
submit written comments or objections
regarding the proposals in this notice
within 30 days following the date of its
publication in the IFEDERAL REGISTER.
Such comments or objections should be
submitted, preferably in quintuplicate,
addressed to the Hearing Clerk, Depart-
ment of Health, Education, and Welfare,
Room 5440, 330 Independence Avenue
SW., Washington, D.C., 20201. Com-
meénts or objections may be accompanied
by a memorandum or brief in support
thereof.

Dated: October 13, 1964.

GEeo. P. LARRICK,
Commissioner of Food and Drugs.

[F.R. Doc. 64-10629; Filed, Oct. 16, 1964;
8:47 am.]

FEDERAL AVIATION AGENCY

I 14 CFR Paris 40, 42 1
[Docket No. 6258; Notice 64-48]

MAINTENANCE LOG

Notice of Proposed Rule Making

The Federal Aviation Agency is con-
sidering amending § 40.507 of Part 40 of
the Civil Air Regulations and § 42.507 of
Part 42 of the Civil Air Regulations.
The purpose of these amendments is to
delete the last sentence of each of those
sections relating to the posting in the
airplane maintenance log of time since
last overhaul of the airframe and
engines.

As presently written these sections re-
quire that the maintenance log shall
contain information from which the
flight crew may readily determine the
time since last overhaul of the airframe
and engines.

Interested persons are invited to par-
ticipate in the making of the proposed
rules by submitting such written data,
views, or arguments as they desire.
Communications should identify the no-
tice or docket number and be submitted
in duplicate to the Federal Aviation
Agency, Office of the General Counsel:
Attention, Rules Docket, 800 Independ-
ence Avenue SW. Washington, D.C,,
20553. All communications received on
or before 30 days after the date of this

14367
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notice will be considered by the Admin-
istrator before taking action on the pro-
posed rule. The proposal contained in
this notice may be changed in the light
of comments received. All comments
submitted will be available, both before
and after the closing date for comments,
in the Docket Section for examination
by interested persons.

Notice No. 63-20 (28 F.R. 6083) in pro-
posing several miscellaneous amend-
ments to Part 40 of the Civil Air Regu-
lations proposed to delete this language
from that part. However, the proposal
was not adopted as a part of the final rule
in the light of certain comments, made
by representatives of certain pxlots’ and
flight engineers’ organizations, that the

information was of importance to flight -

crews.

Since the date of those comments, the
Air Transport Association has requested
that this provision, among others, be
reconsidered by the Agency. It is the
Association’s position that the informa-
tion on overhaul times is rarely used and
that the requirement serves no useful
purpose. The Association further stated
that, if flight crews should feel at some
time that the information is in fact nec-
essary, it is readily available in other
records. Under the approved continuous
maintenance programs now in use, the
requirement is almost impossible to com-
ply with since there is, in effect, no such
thing as time since last overhaul of the
airframe.
of turbine engines becomes more preva-
lent this would present further problems.

In the light of the above, the Agency
has reconsidered the matter and is of
the opinion that, since overhaul time
limits are generally based on reliability
that can reasonably be expected
throughout the period between overhauls
(because of progressive maintenance and
overhaul systems now in use), the re-

quirement is no longér necessary. This -

should be especially so under the new Air

Carrier Continuous Airworthiness Pro-
gram which was adobted on May 13, 1964,
and which becomes effective on October
19, 1964.

This proposal is subject to the Federal
Aviation Agency recodification program
announced in Draft Release 61-25 (26
F.R. 10698). The final rule, if adopted,
may be in recodified form; however, the
recodification itself will not alter the
substantive contents proposed herein.

I1 considération of the foregoing, it is
proposed to amend Part 40 of the Civil
Air Regulations by striking out the last
sentence of §40.507 and to amend Part

42 of the ClVll Air Regulations by strik- )

ing out the last sentence of § 42.507.

These amendments are proposed under
the authority of sections 313(a) and 601-
610 of the Federal Aviation Act of 1958
(49 U.S.C. 1354(2) and 1421-1430),

Issued in Washington, D.C,, on Octo-
Dber 15, 1964. .- .
’ C. W. WALKER,

- Acting Director,
Flight Standards Service.

[FR. Doc. 64-10677; Filed, Oct. 16, 1964;
8:50 a.m.]

‘When sectionalized overhaul .

newal of flight test areas.

PROPOSED RULE MAKING

[14 CFR Purl‘ 91 I[Newl 1
_ [Docket No. 6247; Notice 64-47]

FLIGHT TEST AREAS
Notice of Proposed Rule Making

~The Federal Aviation Agency is con-
sidering amending Part 91 [New] of the
Federal Aviation Regulations to elimi-
nate the requirement of obtaining an
approved flight “test area for the flight
testing of aircraft.

Interested persons are, invited to par-
ticipate in the making of the proposed
rule by submitting such written data,
views, or arguments as they may desire.
Communications should -identify the
regulatory docket or notice number and
be submitted in duplicate to the Federal
Aviation Agency, Office of the General
Counsel: Attention Rules Docket, 800
Independence Avenue SW., Washington,
D.C.,, 20553. All' communications re-
ceived on or before November 23, 1964,
will be considered by the Administrator
before taking action on the proposed
rule. . The proposal contained in this
notlce may be changed in the light of
comments received. All comments sub-
mitted will be available, both before and
after the closing date for comments, in
the Rules Docket for exammatmn by
interested persons.

Section 91.93 requires that 10 person
may flight test an aircraft except over
open water or sparsely populated areas
having light air traffic and within a
Hight test area -approved by the Ad-
ministrator. It defines “flight test” and
“basic airworthiness,” and prescribes de-

tailed procedures to be followed “in sub-

mitting applications for approval or re-
5. Section 91.167
requires that an appropriately rated
pilot must test fly an aireraft that has
been repaired or altered in a manner that
may have appreciably changed its flisht
characteristics or substantially changed
its operation in flight, before carrying

- persons other than crewmembers in such

aircraft, unless ground tests or inspec-
tions show that the flight characteristics
of the aircraft have not been apprecxably
altered.

The proposed amendmenf to §91.93

omits reference 1;0 approved flight test

areas, but retains the requirement that’

pilots while flisht testing aircraft must
avoid congested areas and areas of high
density air traffic. The amendment to
§ 91.167 deletes the word “test” with re-
spect to flights to distinguish an opera-
tional flight’check of repaired or altered
aircraft from flight tests of noncertifi~
cated or substantially modified aircraft
for determining basic airworthiness.
Approved flight test areas do not posi-
tively segregate flight test activities from
other traffic.
the approval of flight test areas serves
little practical purpose -since many of
the areas are so large and overlapping
that other trafiic could not avoid them if
the areas were depicted on, aeronautical

charts, which they are not. For exam-.

ple, the entire State of Kansas is a flight
test area. Since many approved flight

_test areas encompass cities and towns, it

is-the portion of § 91.93 requiring pilots
to avoid congested areas, and not the

Moreover, it appears that - -

~ ~

confinement of aircraft to the approved
area that enhances safety to persons and
property.

*It would appear more expedient for
amateur builders, who submit approxi-
madtely 90 percent of the applications for
flight test areas, to conduct their flight
tests without the requirement for ap-
proved areas since they -could do so
without loss of see and avoid capability .
and be in compliance with- other appli-
cable regulations.

» Manufacturers of high performance
aircraft generally conduct their produc-
tion flight test activities in positive con-
trol airspace which provides complete
separation- from other aircéraft, or in
accordance with local procedures devel-
oped by the manufacturer and air tfaffic
control. This proposed regulation will

‘not alter FAA/manufacturers opera-

tional agreements and continuation of
these arrangements is expected. The
majority of exXperimental and engineer-
ing flight tests of high performance air-
craft are conducted in the Edwards Air
F{)rce Base, Calif., restricted area com-
plex.

The Federal Aviation Agency has the
authority and responsibility, with re-
spect to civil aircraft, fo determine when
a flight test is required and to place
necessary operating restrictions on the
flight in the interests of safety. Mili-
tary flight tests.generally are conducted
in restricted areas. - Therefore, when
the character of the flight ftest or the
aircraft indicates the existence of special
circumstances, the operation may be con-
fined within a specified area while, in
the ordinary case, the burden of obtain-
ing approval for an impractical fhght
test area would be eliminated: :

It is recognized that pilots of high per-

formance aircraft operating at high al-
titudes and speeds would have difficulty
in most parts of the United States in
avoiding a flight path where the:poten-
tial impact area would include o con-
gested area; however,- it is the intent
of this ‘proposal that- such operations
must be conducted in a location that
would eliminate this-hazard to the ex-
tent possible.
- In consideration of the foregomg, it
is proposed to'amend §§ 91.93 and 91.167
of Part 91 [Newl of Chapter I of Title -
14 of ‘the  Code of Federal Regulations
as follows: -

§91.93 Fllght tests.

(a) No person may flight test an air-
craft—

(1) Over any congested area of a city,
town, or settlement, or over any open air
assembly of persons; or o

(2) In any area of high density air

trafiic.
(p) Each .person flight testing high
performance aircraft at high altitudes
and speeds shall, to the extent possible,
avoid a flight path that would include
any congested area within the potential
impact area of the aircraft.

§91.167 Carrying persons other than
crewmembers after repairs or altera-
tions.

(2) No person may Carry any person
(other than crewmembers) in an air-
craft that has been repaired or altered
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in a manner that may have appreciably
changed its flight characteristics, or
substantially affected its operation in
flisht, until an appropriately rated pilot,
with at least a private pilot’s certificate,
flies the aircraft and logs the flight in
the aircraft records.

(b) Paragraph (a) of this section does
not require that the aireraft be flown if
ground tests or inspections, or both,
show conclusively that the repair or
alteration has not appreciably changed
the flight characteristics, or substan-
tially affected the flight operation of the
aireraft.

This amendment is proposed under the
authority of sections 307 and 313(a) of
the Federal Aviation Act of 1958 (49
U.S.C. 1348 and 1354). .

Issued in Washington, D.C., on Octo-
ber 12, 1964.

CLIFFORD P. BURTON,
Acting Director,
Air Traffic Service.

[F.R. Doc. 64-10609; Filed, Oct. 16, 1964;
8:46 a.m.]

SMALL BUSINESS ADMINISTRA-
~' TION

[13 CFR Part 1071

SMALL BUSINESS INVESTMENT
- COMPANIES

Notice of Proposed Rule Making

Notice is hereby given that pursuant
to authority contained in section 308 of
the Small Business Investment Act of
1958, Public Law 85-699, 72 Stat. 694, as

- amended, it is proposed to amend, as
set forth below, Part 107 of Subchapter
B, Chapter I of Title 13 of the Code of~
Federal Regulations, as revised in 27 F.R.
9743-9754, and amended in 28 F.R. 681,
1627, 3021, 10868, 12250, and 29 F.R. 5223,
7144, 10499, 12109, by amending present
§§ 107.501, 107.704(¢) (6), and 107.713,
and adding thereto a new .§ 107.650.
Prior to the final adoption of such
amendments, consideration will be given
to any comments or suggestions pertain-
ing thereto which are submitted in writ-
ing, in triplicate, to the Investment
Division, Small Business Administration,
Washington 25, D.C;, within a period of
30 days of the date of this notice in the
FEDERAL REGISTER.

Information. On June 2, 1964, notice
of proposed rule making was published
in the FEDERAL REGISTER (29 F.R. 7151)
concerning amendment of §§ 107.704(c)
(5) and 107.713 Common tenancy, to
permit two or more Licensees whose paid-
in capital and paid-in surplus from pri-
vate sources (excluding organizational
expense) do not in the aggregate exceed
$750,000 to employ, with prior SBA ap-
proval, a common general manager.
After due and careful consideration of
the comments received, SBA has deter-
mined to republish the amendments un-
der consideration, in revised form, as set
forth below. It is proposed that the first
paragraph of § 107.704(¢) (5) be
amended to provide that, without prior

FEDERAL REGISTER

SBA approval, a Licensee shall not have
an officer or a director who is at the same
time an officer or director of another
Licensee, nor shall 10 or more percent
of the stock of any Licensee be owned
or controlled, directly or indirectly, by
an officer or director of, or by any party
owning or controlling, directly or in-
directly, 10 or more percent of the stock
of another Licensee. No change is pro-
posed in the present exception, in § 107.~
704(c) (0), permitfing an attorney per-
forming legal service for Licensees to

serve as secretary or clerk for more than-

one Licensee. ‘The revised proposal with
respect to employment of a common
manager, set forth in subdivision (ii) of
§ 107.704(c) (6), would authorize two or
more Licensees having paid-in- capital
and paid-in surplus from private sources
aggregating not more than $800,000 to
employ, subject to prior’'SBA approval,
an individual or a non-Licensee concern
to serve as their common general man-
ager. An individual serving serving as
manager would be deemed an officer of
each such Licensee for the purposes of
the SBIC Regulation. At least 50 per-
cent of the total amount of joint financ-
ing participated in by Licensees under
common management over the period of
a fiscal year would have to consist of
individual loans or equity investments
of* $150,000 or less. The employment
agreement submitted for SBA approval
must include relevant particulars per-
taining to the qualifications of the man-
ager; the basis of compensation; period
of employment; requirement for the re-
ferral of potential loans or investments
by the manager to all Licensees of the
group so that each may have an equal
opportunity to participate in or other-
wise furnish the necessary financing;
and such other information as may as-
sist SBA in determining whether appro-
val would be consonant with the pur-
poses of the Act.

As set forth below, the proposed
amendments -would add a new § 107.650
dealing with commitments. It would
authorize Licensees to charge a reason-
able commitment fee in connection with
the issuance of loan commitments or
commitments to furnish equity financ-
ing to small business concerns. Where
a Licensee enters into a 5-year commit-
ment to provide financing up to a stipu-
Jated maximum amount, with disburse-
ment of the whole or any part thereof
to be made on the request of the small
business concern, the proposal would
make it lawful (notwithstanding the ma-
turity provisions of §§ 107.501 and 107.-
601) for repayment to be made as fol-
Jows: (1) Punds advanced during the
first two years may have a common ma-
turity date coinciding with the termina-
tion date of the commitment; and (2)
funds subsequently advanced during the
commitment period may be for a period
of three years from the respective dates
of disbursement. Repayment of each
advance made could not be required at
an annual average rate in excess of the
principal amount thereof divided by
the number of years of the applicable re-~
payment period. Where a Licensee is-
sues a commitment to,a small business
concern, and the agreement carries with
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it options or warrants entitling Licen-
see to purchase shares of its stock, the
proposal would make it lawful for the
Licensee to acquire stock pursuant to
such options or warrants (1) up to the
full amount of any funds disbursed and
(2) up to 25 percent of any undisbursed
portion of the commitment as of the
termination date thereof. The pur-
chase price per share must be not less
than sound book value at the time the
options or warrants were issued, as pro-
vided in § 107.704(k).

It is proposed that § 107.501 shall be
amended by adding a new paragraph (q)
thereto with respect to “puts and calls.”
It would authorize a Licensee, at the time
that it acquires equity securities from a
small business concern, to enter into an
agreement with the latter providing for
a right on the part of the Licensee, sub-
ject to the following terms and condi-
tions, to require the repurchase of such
stock: (1) If the stock is acquired pur-
suant to equity securities evidencing an
indebtedness, such indebtedness shall be
unsecured and the note or debenture
shall not be endorsed or guaranteed by
any of the shareholders or principals of
the small business concern; (2) where
the stock is acquired by direct purchase
from the issuer, the repurchase price
may not exceed book value per share
when the demand for repurchase is made
or an agreed multiple of earnings per
share for any appropriate period desig-
nated by the parties, whichever is higher,
or if the stock is acquired by conversion
of a debt instrumen{ or through the
exercise of stock warrants or options,
the repurchase price may not be greater
than book value per share at the time
demand for repurchase is made; (3) Li-
censee’s demand for repurchase may be
made upon 3 months’ advance notice in
writing at any time after 5 years from
the date of acquiring such stock, in the
case of a direct stock purchase, or the
date of issuance of the equity securities
where such stock was acquired through
the exercise of conversion rights, or stock
options or warrants subject, however, to
the prohibition that such demand may
not be effectuated at a time when the
issuer concern is or will thereby be
rendered insolvent or unable to meet its
debts as they mature; (4) the repurchase
may be made only to the extent of earned
surplus available for that purpose; (5)
the issuer concern shall have the right
to call for redemption of such stock at
the same price and upon the same terms
and condifions as govern the Licensee’s
right to demand a repurchase thereof;
and (6) the agreement shall be subject
to applicable terms, conditions and re-
quirements of State or Federal law rele-
vant to the particular transaction.

It is proposed to amend the Regula-
tions Governing Small Business Invest-
ment Companies as follows:

1. By deleting paragraph (c) (5) of
§ 107.704 Activities of Licensee, in its en~
tirety, and substituting a new paragraph
() (5). As amended, § 107.704(c) (5)
would read as follows:

(5) Without the prior written consent
of SBA, a Licensee shall not have an
officer or a director who at the same time
is either an officer or director of any
other Licensee, nor shall 10 or more
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percent of the stock of any Iicensee be
owned or conirolled, directly or in-
directly, by an officer or director of, or

by any party owning or controlling, di-’

rectly or indirectly, 10 or more percent of
the stock of another Licensee, with the
following exceptions: L .
(i) Allorneys. An attorney perform-
ing legal services for Licensees may serve
as secretary-or clerk for more than one
Licensee; and
(il Common Managers. Subject to

prior SBA approval, two or more Licens-
ees having paid-in capital and paid-in
surplus from private sources aggregating
not more than $800,000 (exclusive or
organizational expenses) may employ an
individual or a non-Licensee concern to
.serve as their common general manager.
An individual serving as manager shall
be deemed an officer of each Licensee for
the purposes of these regulations. Not-
withstanding the provisions of § 107.708
(b), at least 50 percent of the total
amount of joinf financing participated in
by Licensees under common manage-
ment during any fiscal year shall consist
of loans or equity investments of $150,-
000 or less.

The proposed employment agreement
submitted for SBA approval shall set
forth relevant particulars pertaining to
the identity and qualifications of the
manager, the basis of compensation, ef-
fective period of employment, and such
other factors bearing on the transaction
as may assist SBA in determining
whether approval would be consonant
with the purposes of the Act. The agree~
ment shall include adequate provision
requiring the manager to refer each po~
tential loan or investment to all Licens-
ees of the group and afford them equal
opportunity to participate in or other-
wise provide the necessary financing.

2. By adding a new paragraph (q@) to
§ 107.501 Equity capital for incorporated
small business concerns, which would
read as follows:

§ 107,501 Equity capital for incorpo-
rated smalf business concerns.

* + * * *

(@) Puts and calls. At the fime that
& Licensee acquires shares of stock of a
small business concern as a direct stock
purchase or pursuant to Equity Secur-
ities providing for conversion rights or
stock options or warrants, it may enter
into an agreement with the issuer pro-
viding for a right on the part of the
Licensee to require the issuer to repur-
chase any of such shares of its stock

PROPOSED RULE MAKING

acquired by the Licensee. The agree-
ment shall be subject to the following
terms: R .

(1) If the shares of stock are acquired
-pursuant to Equity Securities evidencing
an indebtedness, such indebtedness shall
be unsecured and the note or debenture
shall not be guaranteed or endorsed by
any .of the shareholders or principals of
the small business concern.

(2) Where the stock is acquired by
conversion of a debt instrument or by
the exercise of sbock warrants or options,
the repurchase price shall be no greater
than the bopk value per share at the time
that the demand for repurchase is made.
Where the .stock is acquired by direct
purchase from the issuer, the repurchase
Drice shall not exceed the higher of (i)
the book value per share at the time that
demand for repurchase is made or (i)
an agreed multiple of earnings per share
for any appropriate period designated by
the parties. i -

(3) Licensee may demand repurchase
upon giving the small business concern
at least 3 months advance notice in
writing at any time after 5 years from
(i) the date of acquisition of such stock,
"in the case of a direct stock purchase or
(ii) the date of issuance of the Equity
Securities where such stock was acquired
through the exercise of conversion
rights, or stock opfions or warrants:
Provided, however, That the demand for
repurchase shall not be effectuated at a
time when the small business concern is
or will thereby be rendered insolvent or
unable to meet its debts-as they mature.

(4) The repurchase may be made only
to the extent of earned surplus available
for that purpose. . .

(5) The small business concern shall
have the right to call for the redemption
of such stock at the same price and sub-
Ject to the same terms and conditions as
are applicable to Licensee’s right to
demand & repurchase thereof.

(6) The agreement shall be subject to
applicable {erms, conditions and re-
quirements of State or Federal law, if
any, that may be relevant to the partic-
ular transaction.

3. By adding a new § 107.650 Commit-
ments, which would read as follows:

§ 107.650 Commitments.

(a) A Licensee is authorized to enter
into a loan commitment or a commit-
ment to furnish equity financing to a
small business concern. A reasonable
commitment fee may be charged.

(b) Where a Iicensee enters into a 5~
year commitment to finance. an eligible

- other Licensee.

small business concern up to a stipulated
maximum amount, disbursement of the

whole or any part thereof to be made on -

the request of such concern, it shall be
lawful (notwithstanding the maturity
provisions of §$ 107.501 and 107.601) to
brovide for repayment as follows: (1)
Any funds advanced during the first two
years may have a common maturity date
coinciding with the termination date of
the commiiment; and (2) any funds
subsequently advanced during the com-
mitment period may be for a period of
three years from respective dafes of

. disbursement. Repayment of each ad-

vance made shall not be requiréd at an
annual average rate in excess of the
principal amount thereof divided by the
number of years of the applicable repay-
ment period. . g .

(¢) Where a Licensee enters into a
commitment, as described in paragraph
(b) of this section, and the agreement
carries with it options or warrants en-
titling Licensee to purchase shares of
stock of such concern, it shall be lawful
for the Licensee to acquire stock pur-
suant to said options and warrants (1)
up to the full amount 6f any funds dis-
bursed and (2) up to 25 percent of the
undisbursed portion of the commitment
as of the termination date thereof. The
amount referred to in subparagraph (2)
of this paragraph shall, for the purposes
of § 107.501(k), be deemed to constitute
equity capital provided by the Licensee.

4. By ‘deleting § 107.713 Common ten-
ancy, in its entirety, and substituting a,
new § 107.713. As amended, § 107.713
would read as follows: '

- §107.713 Commontenancy, . \

(a) A Licensee shall not establish or
maintain an office or place of doing busi-
ness which is located in the same physi-
cal premises or place of business of any
A Licensee shall not
have a common private entrance or a
private connecting door or entrance with
any other Licensee. Nothing contained
herein shall prevent two or more Licen~
sees from: occupying space in the same
office building. N

(b) Licensees employing a commap
general manager pursuant to § 107.704
(¢ (5) may apply to SBA for an exemp-
tion from the provisions of this section.

Dated: October 13, 1964,

EUceENE P. FOLEY,
Administrator.

[FR. Doc. 64-10663; Filed, Oct. 16, 1964;
8:50 am.]-
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DEPARTMENT OF AGRIBUI.TURE !

" Agricultural Stabilization and
Conservation Service

[Amdt, 3]
ORGANIZATION AND FUNCTIONS
Delegations of Authority

Paragraph II 4, 5, 6 of 28 F.R. 4368
dated May 2, 1963, is amended to read 5,
6, and 7, respectively.

Paragraph I14 of 28 F.R. 4368 is added
as follows: “4. Producer Associations
Division.”

Paragraph III D, E, F of 28 F.R. 4368
dated May 2, 1963, is amended to read
E, F, and G, respectively.

Paragraph IIID of 28 ¥.R. 4368 dated
May 2, 1963, is added as follows:

D. Producer Associations Division.
The Producer Association Division,
reporting to the Administrator, is re-
sponsible for planning, directing and
coordinating operational programs and
procedures pertaining to peanut, tobacco
and naval stores commodity programs of
CCC carried out through producer asso-
ciations. It determines whether pro-
ducer associations meet requirements to
handle CCC loans; negotiates terms
and condifions of contracts and agree-
ments; provides direction, leadership
and coordination of CCC aspects of
producer association activities.

Signed at Washington, D.C., this 6th
day of October 1964. Co

H. D. GODFREY,
Administrator, Agricultural Sta-
bilization and Conservation
Service.

Approved: October 13, 1964.

CHARLES S. MURPHY,
Acting Secretary.

[FR. Doc. 64-10643; Filed, Oct. 16, 1964;
8:49 am.]

DEPARTMENT OF COMMERCE

Bureau of International Commerce
- [File No, 24-63]

MOENS & CO. AND MARCEL MOENS

Order Temporarily Denying Export
Privileges

In the matter of Moens & Company,
Marcel Moens, 141 'Turnhoutsebaan,
Schilde, Antwerp, Belgium, File No. 24—
63; respondents. -

The Director, Investigations Division,
Office of Export Control, Buerau of In-
ternational Commerce, U.S. Department
of Commerce, pursuant to the provisions
of §382.11 of the Export Regulations
(Title 15, Chapter III, Subchapter B,
Code of Federal Regulations), has ap-
plied to the Compliance Commissioner
for an order temporarily denying all
export privileges to the above-named
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respondents. It was requested that the
order remain in effect for a period of
sixty days pending continued investiga-
tion into the facts and transactions giv-
ing rise to the application and the com-
mencement of such proceedings as may
be deemed proper under the law against
said respondent.

The Compliance Commissioner has re-
viewed the application and the evidence
presented in support thereof and has
submitted his report, together with his
recommendation that the application be
granted and that a temporary denial
order be issued for sixty days.

The recommendation of the Compli-
ance Commissioner-has been considered.
The evidence presented shows that
Moens & Company is a dealer in agricul-
tural equipment and has a place of busi-
ness in Schilde, Antwerp, Belgium, and
that Marcel Moens is the individual
primarily responsible for the operations
of said business; that a number of items
of U.S.-origin agricultural equipment,
some of advanced design, have been ex-
ported from Canada to Antwerp, con-
signed to said Moens & Company; and
that additional items of U.S.-origin of a
similar nature are scheduled to be ex-
ported from Canade to said Moens &
Company in the near-future. On the
evidence presented there is reasonable
basis to believe that said commodities are
ultimately intended to be.delivered to a
Soviet-bloc destination in contravention
of the U.S. Export Control Act and regu-
lations thereunder, and that the above-
named respondents are knowingly par-
ticipating in a scheme to reexport said
commodities from Belgium whereby said
illegal purpose will be accomplished.
‘There is also reasonable basis to believe
that reexport of said commodities from
Belgium is imminent and that a tempo-
rary denial order will prevent such re-
exportation. Ifind that an order tempo-
rarily denying export privileges is rea-
sonably necessary for the protection of
the public interest and national security.

Accordingly, it is hereby ordered:

I. All outstanding validated export li-
censes in which respondents appear or
participate in any manner or capacity
are hereby revoked and shall be returned
forthwith to the Bureau of International
Commerce for cancellation.

IL. The respondents, their successors
or assigns, partners, directors, repre-
sentatives, agents, and employees hereby
are denied all privileges of participating,
directly or indirectly, in any manner or
capacity, in any transaction involving
commodities or technical data exported
from the United States in whole or in
part, or to be exported, or which are
otherwise subject to the Export Regula-
tions. Without limitation of the gen-
erality of the foregoing, participation
prohibited in any such transaction, ei-
ther in the United States or abroad,
shall include participation, directly or
indirectly, in any manner or capacity:

(a) As a party or as a representative of
a party to any validated export license
application; (b) in the preparation or
filing of any export license application
or reexportation authorization, or any
document to be submitted therewith;
(e) in the obtaining or using of any vali-
dated or general export license or other
export control document; (d) in the car-
rying on of negotiations with respect to,
or in the receiving, ordering, buying, sell-
ing, delivering, storing, using, or dispos-
ing of any commodities or technical data
in whole or in part exported or to be ex-
ported from the United States; and (e)
in the financing, forwarding, transport-
ing, or other servicing of such commodi-
ties or technical data.

III. Such denial of export privileges
shall extend not only to the respondents,
but also to their agents and employees
and to any successor and to any person,
firm, corporation, or business organiza-
tion with which they now or hereafter
may be related by affiliation, ownership,
control, position of responsibility, or
other connection in the conduct of trade
or services connected therewith.

IV. This order shall take effect forth-
with and shall remain in effect for a pe-
riod of sixty days from the date hereof,
unless it is hereafter extended, amended,
modified, or vacated in accordance with
the provisions of the U.S. Export Regu-
lations.

V. No person, firm, corporation, part-
nership, or other business organization,
whether in the United States or else-
where, without prior disclosure to and
specific authorization from the Bureau
of International Commerce, shall do any
of the following acts, directly or indi-
Tectly, or carry on negotiations with re-
spect thereto, in any manner or capacity,
on behalf of or in any association with
the respondents or any related party,
or whereby the respondents or related
party may obtain any benefit therefrom
or have any interest or participation
therein, directly or indirectly: (a) Apply
for, obtain, transfer, or use any license,
shipper’s export declaration, bill of lad-
ing, or other export control document
relating to any exportation, reexporta-
tion, transshipment, or diversion of any
commodity or technical data exported
or to be exported from the United States,
by, to, or for any such respondent or
related party denied export privileges;
or (b) order, buy, receive, use, sell, de-
liver, store, dispose of, forward, trans-
port, finance, or otherwise service or par-
ticipate in any exportation, reexporta-
tion, transshipment, or diversion of any
commodity or technical data exported or
to be exported from the United States.

VI. A copy of this order shall be served
upon the respondents.

VII. In accordance with the provisions
of § 382.11(c) of the Export Regulations,
the respondents may move at any time to
vacate or modify this temporary denial
order by filing an appropriate motion
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therefor, supported by evidence, with
the Compliance Commissioner and may
request an oral hearing thereon which,
if requested, shall be held before the
Compliance Commissioner in Washing-
ton, D.C., at the earliest convenient date.

This order shall become -effective
forthwith.

Dated: October 12, 1964.

FORREST D. HOCKERSMITH,
Director,
Office of Export Conirol.

[FR. Doc. 64-10628; Filed, Oct. 16, 1964;
8:47 a.m.]

DEPARTMENT OF HEALTH, EDU-
GATION, AND WELFARE

Food and Drug Administration
DELMONICO FOODS, INC.

Macaroni - and Spaghetti Deviating
From ldentity Standard; Extension
of Temporary Permit To Cover Mar-
ket Testing

Pursuant to § 10.5(j) of Title 21 of the
Code of Federal Regulations concerning
temporary permits to facilitate market

testing of foods varying from the require- -

ments of standards of identity promul-
gated pursuant to section 401 of the Fed~
eral Food, Drug, and Cosmetic Act, notice
is given that an extension of the tem-
porary permit issued to Delmornico Foods,
Ine., Tampa, Fla, has been granted.

This permit covers interstate markefing -
tests of macaroni and spaghetti deviating -

from the requirements of the standard
for these foods (21 CFR 16.1). Glyceryl

monostearate will be added to the prod- .
uets in a quantity not to exceed 2 percent .

by weight of the farinaceous ingredient.
The labels to be used will state “glyceryl
monostearate added.” This permit ex-
pires April 1, 1965.

Dated October 13, 1964.

GEO. P. LARRICK,
Commzsszoner of Food and Drugs.

[F.R. Doc. 64-10630; Filed, Oct. 16 1964;
8:48 am.]

SHERWIN-WILLIAMS CO.

Notice of Filing of Petition Regarding
Food Additives Resinous and Pol-
ymeric Coatings

Pursuant to the provisions of the Fed-
eral Food, Drug, and Cosmetic Act (sec.
409(b) (5), 712 Stat. 1786; 21 U.S.C. 348
(b) (8)), notice is given that a petition
(FAP 5B1513) has been filed by The
Sherwin-Williams Company, 10909 Cot-
tage Grove Avenue, Chicago, Il1., 60628,
proposing that paragraph (b) (3) (XXXlil)
of §121.2514 Resinous and -polymeric
coatings be amended by inserting alpha- .
betically in the list of miscellaneous ma-

-loeal time,

NOTICES

terials the ltem “Caster ofll, hydrogen-
ated.,”

Dated? October 12, 1964,

MAarcorM R. STEPHENS,
Assistant Commissioner
SN Jor Regulations.

[FR Doc., 64-10631; TFiled, Oct. 16,  1964;
8:48 aan.] . .

CIVIL AERONAUTICS BUARI]

[Docket No. 1656621]
KENTING AVlATle LTD.

Notice of Hearing

Application of Kenting Aviation Limit-
ed for a Foreign Air Carrier Permit, is-
sued pursuant to section 402 of the Fed-

‘eral Aviation Act of 1958, as amended, to

perform operations of a casual, occasion-
al, or infrequent nature, in common car-
riage, into the United States.

Notice is hereby given, pursuant to the
provisions of the Federal Aviation Act
of 1958, as amended, that a hedring in.

-the above-entitled matter is assigned to

be held on November 5, 1964, at 10:00

‘am., e.s.b., inRoom 701, Universal Build-

ing, Connecticut and Florida Avenues
NW., Washington, D.C., before Examiner
Joseph L. Fitzmaurice.

Dated at Washmgton D. C October 14,
1964.

[sEAL] - FrRANCIS W. BROWN,
Chief Examiner.
[F.R. Doc. 64-10638; Filed, Oct. 16, 1964;
8:49 am.]

[Docket No. 13795 ete.]

SUPPLEMENTAL AIR SERVICE
. PROCEEDING

Notice of Hearing

Notice is hereby given, pursuant to the -

provisions of the Federal Aviation Act of
+1958, as amended, that a hearing in the

-above-entitled proceeding is assigned to

be held on November 17, 1964, at 10 a.m.,,
in Room 1027, Universal
Building, 1825 Connecticut Avenue NW.,
Washington, D.C., before Examiner Rob-
ert L. Park. .

For information concerning the issues
involved and other details in this pro-
ceeding, inferested persons are referred

-to Board orders E-20573, dated March 13,

1964, E-20747, dated April 27, 1964, and
E-20902, dated June 5, 1964, the prehear-

-ing conference repor{ served June 2, 1964,

the supplemental prehearing conference
reporf served June 12, 1964, and other

“documents which are in the docket of -
this proceeding on file in the Docket Sec- -

tion of the Civil Aeronautics Board.

Dated at Washington, D.C., October 14,
1964,

[SEAL] - RoBERT L. PARK,

Hearing Examiner.

[FR. Doc. 64-10639; Filed, Oct. 16, 1964;
8:49 am.]

FEDERAL COMMUNIGATIONS
COMMISSION: '

[Docket Nos. 15299, 15300; FCC 64M-1001]

GREAT NORTHERN BROADCASTING
.SYSTEM .AND MIDWESTERN
. BROADCASTING CO. ;

Order Continuing Hearing

Inre applications of Robert L. Greaige
and Roderick C. Maxson, d/b as Great
Northern Broadcasting System, Traverse
City, Mich., Docket No: 15299, File No.
BPH-3982; Midwestern Broadcasting
Company, Traverse City, Mich., Docket
No. 15300, File No. BPH-4079; for con-
struction permits. * -

It is ordered, This 9th day of October
1964, that the hearing is rescheduled
,from October 16 to October 30, 1964, at
9:00 am.

Released: October 12, 1964.
FebpERAL COMMUNICATIONS

- COMMISSION,
[seaL]l - BeEN F. WAPLE,
Secretary.
[F.R. Doc. 64.—10634 Filed, Oct. 16, 1964;
5 8:48a.m.1-

~[Docket No. 15571; FCC 64M~1009]

INDIAN RIVER BROADCASTING CO.
(WIRA) ~

Order. Continving Hearing

In re application of Indian River
Broadcasting Company (WIRA), Fort
Pierce, Fla., Docket No. 15571, File No.
BP--15740; for construction permit.

Pursuant to a prehearing conference as
of this date: I is ordered, This 13th day
of October 1964, that the exchange of the
engineering exhibits herein shall be ac--
complished on or before December 3,
1964; that the notification date for the .
witnesses desired for cross-examination
shall be December 10, 1964; and that the
hearing herein scheduled for October
14, 1964, be and the same is hereby re-
scheduled for December 17, 1964, 10:00
a.m., in the Commission’s Offices, Wash-
ington, D.C.

Released Ocfober 13, 1964,
FEDERAL COMMUNICATIONS

COMMISSION,
[SEAL] BEN F. WAPLE, |
. Secretary.
[F.R Doc 64—10635 Filed, Oct. 16, 1964;
8:48 a.m.]

[Docket Nos. 15482, 15483; FCC 64M-1002]

SOUTH JERSEY -TELEVISION CABLE
co.

Order Conhnumg Hearing

In re application of South Jersey Tele-
vision Cable Co., Docket No. 15482, File
No. 17325-IB-114X; Docket No. 15483,
File No. 17326-IB-114X; for operational
fixed stations in the business radio
service. .
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The Hearing Examiner having under
consideration a petifion filed.on October
8, 1964, by South Jersey Television Cable
Co., requesting that the hearing in the
above-entitled proceeding presently
scheduled to commence on October 12,
1964, be continued indefinitely, pending
action by the Commission on a motion
to withdraw from such proceeding, filed
by Francis J. Matrangola, the party re-
spondent in the proceeding; and

It appearing, that the applications of
South Jersey Television Cable Co. were
-designated for hearing because of a
petition to deny such applications filed
by Francis J. Matrangola on April 13,
1964; and :

It further appearing, that there is now
pending before the Commission en banc

a motion to withdraw such petition to .

'FEDERAL MARITIME COMMISSION

deny, filed by Matrangola on September
21, 1964, and a grant of such motion to
withdraw may render a hearing in this
proceeding unnecessary; and

It further appearing, that-counsel for
the other parties have informally agreed

to an immediate consideration of the

instant petition for continuance and that
under the circumstances good cause has
been shown for the grant thereof;

It is ordered, This 9th day of October
1964, that the hearing in the above-en-
titled proceeding now scheduled to com-
mence on October 12, 1964, be and it is
hereby continued until further order.

Released: October 12, 1964.
FEDERAL COMMUNICATIONS

COMMISSION,
[sEaL] BEN F. WAPLE,
Secretary.
[F.R. Doc, 64-10636; Filed, Oct. 16, 1964;
. 8:48 -a.m.]

[Docket No. 15457; FCC 64M-1010]

TRIANGLE PUBLICATIONS, INC. (RA-
DIO AND TELEVISION DIVISION])

Order Continuing Hearing

In re application of Triangle Publica-
tions, Inc. (Radio and Television Divi-
sion), Johnstown, Pa., Docket No. 15457,
File No., BPTTV-12; for construction

permit for new VHE television broadeast -

translator station.

The Hearing Examiner having under -

consideration oral, telephonic communi-
cation, from counsel for the applicant in
the above-entitled proceeding, on Octo-
ber 12, 1964, informing the Examiner
that a petition for the dismissal of the
application would be filed with the Com-
mission today (with courtesy copy to the
Dresiding officer); and the scheduled
date for commencement of the hearing,
October 14;

It appearing, that the parties, their
attorneys, the Hearing Examiner, and
the court reporter, ought not to be in-
convenienced by having to present
themselves in the hearing room
tomorrow if the applicant carries out
its intention to dismiss its application,
and that the hearing room, under the

circumstances should be released for .

other, more useful purposes;
No. 204—Pt. T—~4
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It is ordered, This 13th day of Octo-
ber 1964, on the Hearing Examiner’s
own motion,-that the hearing, which is
now scheduled to commence st 10 a.m,
on Wednesday, October 14, 1964, at the
Commission’s offices, Washington, D.C.,
is, hereby continued to Wednesday,
December 2, 1964; at the same time and
place, subject, however, to further order
in the premises.

Released: October 13, 1964.
FEDERAL COMMUNICATIONS

COMMISSION,
[seaL] BEN F. WAPLE,
Secretary.
[FR. Doc. 64-10637; Filed, Oct. 16, 1964;
8:49 am.}

FERN LINE AND PACIFIC/INDO-
NESIAN CONFERENCE

Notice of Agreements Filed for
Approval
Notice is hereby given that the follow-

ing Agreements have been filed with the
Commission for approval pursuant to

_section 15 of the Shipping Act, 1916, as

amended (39 Stat. 733, 75 Stat. 763, 46
U.S.C. 814).

Interested parties may inspect and
obtain a copy of the agreement(s) at
the Washington office of the Federal
Maritime Commission, 1321 H Street
NW., Room 301; or may inspect agree-
ments at the offices of the District Man-
agers, New York, N.Y., New Orleans, La.,
and San Francisco, Calif. Comments
with reference to an agreement includ-
ing a request for hearing, if desired, may
be submitted to the Secretary, Federal
Maritime Commission, Washington, D.C.,
20573, within 20 days after publication

_of this notice in the FEpERAL REGISTER.

A copy of any such statement should
also be forwarded to the party filing the

agreement (as indicated hereinafter), .

and the comments should indicate that
this has been done.

Notice of agreement filed for approval
by:
Mr. R. E. Spaulding, Secretary
Pacific/Indonesian Conference

- 465 California Street
- San Francisco 4; Calif,

Agreement 6060-E between Fern Line
and Pacific/Indonesian Conference can-
cels and supersedes Agreement XNo.

26060-C, and provides for associate mem-

bership of the Fern Line in the Pacific/

. Indonesian Conference under the terms

and conditions set forth in the new asso-
ciate membership agreement.

Dated: October 13, 1964.

By order of the Federal Maritime Com-
mission.
TaOoMAS LisI,
Secretary.

[FR. Doc. 64-10616; Filed, Oct. 16, 1964;
- 8:47 am.]
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FERN LINE AND PACIFIC-STRAITS
CONFERENCE

- Notice of Agreementis Filed for
Approval

Notice is hereby given that the follow-
ing Agreements have been filed with the
Commission for approval pursuant to
section 15 of the Shipping Act, 1916, as
amended (39 Stat. 733, 75 Stat. 763, 46
U.S.C. 814).

Interested parties may inspect and ob-
tain a copy of the agreement(s) at the
Washingion office of the Federal Mari-
time Commission, 1321 H Street NW.,
Room 301; or may inspect agreements at
the offices of the District Managers, New
York, N.Y.; New Orleans, La., and San
Francisco, Calif. Comments with refer-
ence to an agreement including a request
for hearing, if desired, may be submitted
to the Secretary, Federal Maritime Com-
mission, Washington, D.C., 20573, with-
in 20 days after publication of this notice
in the FEDERAL REGISTER. A copy of any
such statement should also be forwarded
to the party filing the agreement (as in-
dicated hereinafter), and the comments
should indicate that this has been done.
b Notice of agreement filed for approval
Vv
Mr, R. E. Spaulding, Secretary, Pacific-Straits
Conference, 465 California Street, San

Francisco 4, Calif.

- Agreement 5680-M between Fern Line

and Pacific-Straits Conference cancels
and supersedes Agreement No. 5680-G,
and provides for associate membership
of the Fern Line in the Pacific-Straits
Conference under the terms and condi-
tions set forth in the new associate mem-
bership agreement.

Dated: October 13, 1964.
By order of the Federal Maritime
Commission.
. THOMAS LisI,
Secretary.

[F.R. Doc. 64-10617; Filed, Oct. 16, 1964;
8:47 am.]

RED SEA AND GULF OF ADEN/U.S.
ATLANTIC AND GULF RATE AGREE-
MENT

Notice of Agreements Filed for
Approval
Notice is hereby given that the fol-

lowing agreements have been filed with
the Commission for approval pursuant

-to section 15 of the Shipping Act, 1916,

as amended (39 Stat. 733, 75 Stat. 763,
46 U.S.C. 814). .
Interested parties may inspeet and ob-

-tain a copy of the agreement(s) at the

‘Washington office of the Federal Mari-
time Commission, 1321 H Street NW.,
Room 301; or may inspect agreements
at the offices of the District Managers,
New York, N.Y., New Orleans, La., and

-San Francisco, Calif. Comments with
‘reference to an agreement including a

request for hearing, if desired, may be
submitted to the Secretary, Federal Mari-
time Commission, Washington, D.C.,
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20573, within 20 days after publication
of this notice in the Feberal. REGISTER.
A copy of any such statement should
also be forwarded to the party filing the
agreement (as indicated hereinafter),
and the comments should indicate that
this has been done.

Notice of agreement filed for approval
by:

Arx. J. C. Pendlebon, Secretary, Red Sea and
Gulf of Aden/U.S. Atlantic and Gulf Rate
Agreement, Eleven Broadway, New York 4,
N.Y.

Agreement 8558-2 between member
lines of the Red Sea and Gulf of Aden/
U.S. Atlantic and Gulf Rate Agreement,
modifies the basic agreement (8558, as
amended) to provide for the'inclusion of
procedures relating to Admission, With-
drawal and Expulsion pursuant to Gen-
eral Order 9 (46 CFR Part 523).

Dated: October 13, 1964.
By order of the Federal Maritime Com-
mission,
'TrOMAS LiIsI,
Secretary.

[F.R. Doc, 64-10618; -Filed, Oct. 16, 1964;
8:47 a.m.] ]

[Docket No. 1207]
SEATRAIN LINES, INC.

Application of Rates on Shipments in
Railroad Cars; Notice of Investiga-
tion and Suspension

It appearing, that there have been
filed with the Federal Maritime Com-
mission by Seatrain .Lines, Inc. (Sea-
train), tariff schedules seeking to-estab-
lish tariff provisions which would permit
the substitution of rail cars for frailers
or containers at the rates published for
such trailers or containers, between U.S.

Atlantic and Gulf ports, on the one hand.

and ports in Puerto Rico on the other to
become effective October 5, 1964, desig-
nated as follows:

SeATRAIN LINES, INC.

Outward Freight Tariff No. 1, FMC-F No. 1
4th Revised Page 70 (Item, No. 305)
“Application of Rates on Shipments in
Railroad Cars”

and , . .
Homeward Freight Tariff No. 3, FMC-F No. 3
3d Revised Page 25-B (Item No. 410)
“Application of Rates on Shipments in
Rallroad Cars"

It further appearing, that upon con-

sideration of the said schedules and pro- -

tests and replies thereto there is reason
to believe that the said tariff provisions
if permitted to become effective, would

~result in rates, charges, rules, regula-

tions, and/or practices which would be
unjust, unreasonable, or otherwise un~
lawiul in violation of the Shipping Act,
1916, or the Intercoastal Shipping Act,
1933;

It further appeanng, that, the Com~
mission is of the opinion that the new
tariff provisions should be made the sub-
ject of a public investigation and hearing
to determine whether they are unjust,
unreasonable, or otherwise unlawful un-
der the Shipping Act, 1916, or the Inter-
coastal Shipping Act, 1933;

- NOTICES .- -

" It further appearing, that the effective

date of the said provisions should be sus-
pended pending such investigation;

It further appearing, that there is a
question of the applicable rate to be as-
sessed for the transportation of a com-
modity whose rate is predicated upon
“shipper load/consignee unload” when
such commodity actually moves via
Seatrain’s rail car service with Seatrain’s
Puerto Rican stevedores performing the
car loading and/or unloading of rail
cars;

Now therefore it is ordered That an
investigation be and it is hereby, insti-
tuted into and econcerning the lawfulness
of Item Nos. 305 and 410 in the said
schedules with a view to making such
findings and orders in the premises as
the facts and circumstances shall war-
rant; and the investigation hereby in-
stituted shall include an inquiry into
Seatrain’s practices insofar as they per-
tain to rail car movements at trailer or
container rates predicated upon “shipper

load/consignee unload” within the Com-

monwealth of Puerto Rico for the pur-
pose of determining whether these prac-
tices are in violation of sections 16, 17,

- and 18(a) of the Shipping Act, 1916 and

section 2 of the Intercoastal Shipping
Act, 1933;

It is further ordered, That Item Nos.
305 and 410 published on the aforemen-
tioned revised pages be, -and they are
hereby suspended and that the use there-
of be deferred to and including February
4, 1965, unless otherwise authorized by
the Commission, and that the rates, fares,
charges, rules, regulations, and/or prac-
tices heretofore in effect, anid which were
to be changed by the suspended matter
shall remain in effect during the period
of suspension;

It is further ordered, That no change
shall be made in theumatter hereby sus-
pended nor the matter which is con-
tinued in effect as a result of such sus-
pension until the period of suspension
has expired, or until this investigation
and suspension proceeding has been dis-
posed of, whichever first occurs unless
otherwise authorized by the Commission;

It is further ordered, That there shall
be filed' immediately with the Commis-
sion by Seatrain Lines, Inc., a consecu-
tively numbered supplement to each of
the aforesaid tariffs, which supplement

. shall bear no effective .date, shall repro-

duce the portion of this order wherein
the suspended matter is described, and
shall state that the aforesaid rates are
suspended and may not be used until the
5th day of February 1965, unless other-
wise authorized by the Commission; and
that the rates and charges heretofore in
effect, and which were to be changed by
the suspended matter shall remain in

effect during the périod of suspension,

and neither the matter suspended, nor
the matter which is continued in efiect

as a result of such suspension, may be -

changed until the period of suspension
has expired or until' this investigation
and suspension proceeding has been- dis-
posed of, whichever first occurs, unless
otherwise authorized. by the -Commis«
sion;

It is further ordered That copies of
this order shall be filed with. the said

tariff schedules in the Bureau of Domes-

“tic Regulation of the Federal Maritime

Commission; .

It is further ordered, That (I) the in-
vestigation herein ordered be assigned
for public hearing by the Chief Exam-
iner, before an examiner of the Commis-
sion’s Office of Hearing Examiners, at a
date and place to be announced; (II)
Seatrain Lines, Inc. be, and it is hereby
made respondent in this proceeding;
(IIX) a copy of this order shall forthwith

-be served upon said respondent and

protestants herein; (IV) the said re-
spondent and protestants be duly noti-
fied of the time and place of the hearing
herein ordered; and (V) this order and
notice of the said hearing be published
in the FEDERAL REGISTER.

All persons (including individuals, cor-
porations, associations, firms, partner-
ships, and public bodies) having an in-
terest in this proceeding and desiring to
intervene therein, should notify the Sec-
retary of the Commission promptly and
file petitions for leave to intervene.in
accordance with Rule 5(n) (46 CFR
502.73), with copy to respondent.

By the Commission, October 1, 1964.

~ [seAL} Tnoms/LIsr,
. Secretary.
[FR. Doc. 64-10619; Filed, Oct. 16, 1064;

8:47 am.]

FEDERAL RESERVE SYSTEM

~ CLAYTON BANCSHARES CORP.

Order Denying Application Under
Bank Holding Company Act

In the matter of the application of
Clayton Bancshares Corporation for ap-
proval of action to become s bank hold-
ing company through the acquisition of
voting shares of Bank of Crestwood,
Crestwood, Missouri, and Hampion Bank
of St. Louis, St. Louis, Missouri.

There has come before the Board of
Governors, pursuant to section 3(a) (1)
of the Bank Holding Company Act of
1956 (12 U.S.C. 1842(a) (1)) and § 222.4

, (@) (1) of Federal Reserve Regulation ¥

(12 CFR 222.4(a) (1)), an application by
Clayton Barncshares Corporation, Clay-
ton, Missouri, for the Board’s prior ap-
proval of action whereby Applicant
would become a bank holding company
through the acquisition of 58.24 per cent
of the voting shares of Bank of Crest-
wood, Crestwood, Missouri, and 55.98 per
cent of the voting shares of Hampton
Bank of St. Louis, St. Louis, Missouri.
As required by section 3(b) of the Act,
the Board notified the Commissioner of
Finance for the State of Missouri of the
receipt of the application and requested
his views' and recommendation. The,
Commissioner replied but declined to
express any views or to make a recom-
mendation respecting the application.
Notice of Receipt of Application was
published -in the FEDERAL REGISTER on
April 7, 1964 (29 F.R. 4897), which pro-
vided an opportunity for the filing of
comments and views régarding the pro-
posed acquisition, and the time for filing
such comments and yiews has expired
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and all comments and views filed with
the Board have been considered by it.

It is hereby ordered, For the reasons
set forth in the Board’s Statement?* of
this date, that the said application be
and hereby is denied.

Dated at Washington, D.C., this 13th
day of October 1964.

By order of the Board of Governors.*

[sEAL] MERRITT SHERMAN,
) Secretary.
[F.R, Doc. 64-10601; Filed, Oct. 16, 1964;

8:45 am.]

SECURITIES AND EXCHANGE
COMMISSICN

[File Nos.245-1965, 245-1912] -~

OREGON KING CONSOLIDATED
MINES, INC.

Notice and Order for Hearing

OCTOBER 12, 1964.

I. Oregon XKing Consolidated Mines,
Ine. (issuer), 521 Failing Building, Port-
land 4, Oregon, filed on February 7, 1963,
a notification and offering circular re-
lating to a proposed public offering of
100,000 shares of its $1 par value common
stock at $1 per share for an aggregate
amount of $100,000. The offering com-
menced on March 22, 1963, and a final
Form 2-A, report of sales, filed on April
23, 1964, reflected that all shares had
been sold by December 22, 1963. Sub-
sequently, the issuer filed with the Com-
mission on August 11, 1964, a second
notification and offering circular relat-
ing to a proposed offering of $100,000 of
6 percent convertible debentures for the
purpose of obtaining a further exemp-
tion under Regulation A for said de-
bentures. This offering has not com-
menced.

II. The Commission, on September 9,
1964, issued an order pursuant to Rule
261 of the general rules and regulations
of the Securities Act of 1933, as amended,
temporarily suspending the issuer’s ex-
emption under Regulation A, and af-
fording to any person having any inter-
est therein an opportunity to request a
hearing. A written request for a hearing
has been received by the Commission.

The Commission deems it necessary
and appropriate that a hearing be held
for the purpose of determining whether
it should vacate the temporary suspen-
sion order or enter an order of perma-
nent suspension in this matter.

It is hereby ordered, Pursuant to Rule
261 of the general rules and regulations

1 Filed as part of the original document.
Copies available upon request to the Board
of Governors of the Federal Reserve System,
Washington, D.C., 20551, or to the Federal
Reserve Bank of St. Louis. Dissenting State-
ment of Governor Mitchell also filed as part
of the original document and available upon
request.

2Voting for this action: Chairman Martin,
and Governors Balderston, Mills, and Rob-
ertson. Voting against this action: Governor
Mitchell. Absent and not voting: Governors
Shepardson and Daane.
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under the Securities Ac{ of 1933, as
amended, that a hearing be held on No-
vember 2, 1964, at 10:00 a.m., in Room
205 of the U.S. Court House located at
Southwest Broadway and Madison, Port-
land, Oregon, with respect to the matters
set forth in Section II of the order dated
September 9, 1964,.temporarily suspend-
ing the issuer’s exemption under Regu-
lation A, without prejudice, however, to

_the specification of - additional issues

which may be presenfed in the pro-
ceedings.

IMT. It is further ordered, That War-
ren E. Blair, or any officer or officers of
the Commission designated by it for that
purpose, shall preside at the hearing;

“that any officer or officers so designated

to preside at any such hearing are here-
by authorized to exercise all the powers
granted to the Commission under sec-
tions 19(b), 21 and 22(c) of the Securi-
ties Act of 1933, as amended, and to hear-
ing officers under the Commission’s rules
of practice.

. It is further ordered, That the Secre-
tary of the Commission shall serve a copy
of this order by registered mail on Ore-
gon King Consolidated Mines, Inc., and
that notice of the entering of this order
shall be given to all persons by general
release of the Commission and by publi-
cation in the FebpERAL REGISTER.
person wha desires to be héard or other-
wise wishes to participate in the hearing
shall file with the Commission on or
before October 30, 1964, a request rela~
tive thereto as provided in Rule 9(¢) of
the Commission’s rules of practice.

By the Commission.

[sEAL] OrvaL L. DuBoIs,
Secretary.

[F.R. Doc. 64-10610; Filed, Oct. 16, 1964;
. 8:46 a.m.]

INTERSTATE COMMERCE
COMMISSION

[Notice 1063]

MOTOR CARRIER TRANSFER
PROCEEDINGS

OcTOBER 14, 1964.

Synopses of orders entered pursuant
to section 212(b) of the Interstate Com-
merce Act, and rules and regulations
prescribed thereunder (49 CFR Part
179), appear below:

As provided in the Comrhission's
special rules of practice any interested
person may file g petition seeking recon-
sideration of the following numbered
proceedings within 20 days from the date
of publication of this notice. Pursuant
to section 17(8) of the Interstate Com-
merce Act, the filing of such a petition
will postpone the effective date of the
order in that proceeding pending its
disposition. The matters relied upon
by petitioners must be specified in their
petitions with particularity.

No. MC-FC 67019. By order of Octo-
ber 9, 1964, the Transfer Board approved
the transfer to Mary A. Watts, Philadel-
phia, Pa., of permit in No. MC 89040,
issued March 23, 1940, to Edward A.

Any
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Watts, Philadelphia, Pa., authorizing the
transportation of: Set-up paper boxes,
from Philadelphia, Pa., to Asbury Park
and Atlantic City, N.J. Stanley L. Ku-
backi, 1407 Finance Bldg., Philadelphia,
Pa., 19102, attorney for applicants.

No. MC-FC 67082. By order of Octo-
ber 9, 1964, the Transfer Board approved
the transfer to Xenneth Buchanan
Trucking, Inc., Marietta, Ohio, of cer-
tificate in No. MC 101053, issued Decem-
ber 31; 1959, to Kenneth Buehanan, Mari-
etta, Ohio, authorizing the transporta-
tion of: Such commedities as are usually
handled by dump truck and which can
be unloaded by dumping, between points
in Ohio, Pennsylvania, and West Virginia
within 50 miles of Weirton, W. Va., and,
various named commodities usually
transported in dump trucks, from, to,
or between, specified points in Ohio and
West Virginia. Earl N. Merwin, 85 East
Gay Street, Columbus, Ohio, 43215, at-
torney for applicants.

No. MC-FC 67148. By order of Octo-
ber 8, 1964,.the Transfer Board approved
the transfer to Midland Park Moving &
Storage Limited, A ILimited Partnership,
Midland Park, N.J., of Certificate in No.
MC 18025, issued September 11, 1942, to
Walter Gus Lehmann, doing business as
Walter Lehmann Movers, Ridgewood,
N.J., authorizing the transportation of:
Household goods, between points in
Bergen and Passaic Counties, N.J., on the
one hand, and, on the other, points in
New York. John M. Zachara, Post Of-
fice Box 2860, Paterson, N.J., 07509, at-
torney for apphcants

No. MC-FC 67169. By order of Octo-
ber 8, 1964, the Transfer Board approved
the transfer to Miller-Illinois, Inc.,
Kansas City, Mo., of a portion of the op-
erafing rights in the certificates in Nos.
MC 92983, MC 92983 Sub 22, MC 92983
Sub 30, MC 92983 Sub 146, and MC 92983
Sub 223, and the entire operating rights
in the certificates in Nos. MC 92983 Sub
26 and MC 92983 Sub 29, issued June 13,
1949, December 29, 1949, June 27, 1952,
December 11, 1956, June 26, 1958, April
25, 1960, and June 15, 1950, respectively,
to Eldon Miller, Inc., Kansas City, Mo.,
authorizing the transportation of: Live-
stock, agricultural commodities, except
in bulk, feed except in bulk, farm ma-
chinery, hardware, and building materi-
als, except in bulk, between Kalona, Iowa,
and CRicago, Ill.,, as specified, serving
certain intermediate and off-route
points; livestock, windmills, windmill
parts, and petroleum products, between
Riverside, Towa, and Chicago, I1l., serv-
ing intermediate and off-route points
as specified, feed exeept in bulk, from
Chicago, Peru, Galesburg, Sullivan, Dan-
ville, 1., St. Joseph, Mo., and Omaha,
Nebr., to points as specified in Towa, and
between the plant site of Protein
Blenders, Inc.; near Iowsa City, Iowa, and
points in Kansas, Missouri, Minnesota,
Nebraska, and those in Illinois as speci-
fied, farm implements, from Rock Falls,
Rock Island, Sandwich, and Rockford,
111, to Lowden, Towa, and points in Towa
within 40 miles of Lowden; coal, from
and to points as specified in Illinois and
Iowa; hides, from Iowa City, Towa, and
points within 1 mile, to Milwaukee, Wis.;
livestock from and to points as specified
in Iow? and those in Missouri, Nebraska,
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Jilinois, Wisconsin, and Kansas; general
commuodities, excluding household goods,
commodities in bulk and other specified
commodities, 1
Chieago, Ill., commercial zone, and from
Chicago to I.owden, Towa, and points in
Towa within 40 miles; heavy machinery,

contractors’ equipment, materials and-

supplies except in bulk, and commodities
which because of size or weight require
the use of special equipment or special
handling, between Indianapolis, Ind., on
the one hand, and, on the other, points
in Jowa. R

Heavy machinery, contractors’ equip-
ment, materials and supplies except in
bulk, used buildings, and commodities
which because of size or weight require
the use of special equipment or special
handling; between points in Iowa, on
the one hand, and, on the other, points
in Kansas as specified and those in II-
linois, Wisconsin, Minnesota, Nebraska,
and Missouri; machinery and contrac-
tors’ equipment, which because of size or
weight, require the use of special equip-

between points in the

NOTICES * -

ment or special handling, between points
in Towa, Illinois, Wisconsin, Minnesota,
Nebraska, Kansas, and Missouri, within
300 miles of Ames, Iowa; building mate-

rials, roofing, and roofing materials, ex-"

cept’in bulk, from Lockport, Ill., to points
in Towa; contractors’ equipment and re-
lated contractors’ materials and supplies,
incidental to the transportation of such
equipment, commodities requiring special

. handling or the use of special equipment,

internal combustion engines and parts
thereof, and iron and steel casting, be-
tween points in Iowa, on the one hand,
and, on the other, points in Arkansas,
KRentucky, Ohio, Tennessee, and those in
Indiana and Michigan as specified; high-
way and bridge construcfion and main-
tenance machinery and equipment, be-
tween points in Iinois, Towa, Minnesota,
Missouri, and Wisconsin as specified;
iron and steel castings of over 300 1bs.,
structural and reinforcing steel, internal
combustion - engines, generators, and
parts of and accessories for highway and
bridge construction and maintenance

machinery and equipment, between
points in Iowa, Ilinois, and those in Mis-
souri, Minnesota, and Wisconsin as spe-
cified; culvert pipe, from Clinton, Iowa
to points in Minnesota and Wisconsin as
specified, Alum, except in bulk, from East
St. Louis, Ill,, and points within 5 miles,
to Towa City, Iowa; lime, except in bulk,
from Mosher, Mo., to Iowa City, Iowa;
Salt, except in bulk, from Hutchinson
and Kanopolis, Kans., and points within
5 miles of each, to Iowa City, Iowa; feed,
except in bulk, from Cedar Rapids, Iowa,
to Muscatine, Iowa; petroleum and pe-
troleum products, as described, in con-
tainers, from Berwyn, Ill., to points in
North Dakota and South Dakota, and
empty packages and containers in the
reverse 'direction. -Vernon V. Baker,
1411 K Street NW., Washington, D.C,,
20005, attorney for applicants.

HaroLp D, McCov,
Secretary.

[F.R. Doc. 64-10627; Filed, 6ct. 16, 1964;
8:47 am.]

[sEAL]
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DEPARTMENT OF HEALTH, EDU-
CATION, AND WELFARE

Food and Drug Administration

[ 21 CFR Parts 146, 148i, 148m; 148n,
'l_48p, 148r 1 :

NEOMYCIN SULFATE, TRIACETYLO-
LEANDOMYCIN, OXYTETRACY-
CLINE, POLYMYXIN B SULFATE,
TYROTHRICIN

Proposed Certification Proceaure and
Tests and Methods of Assay

The Commissioner of Food and Drugs,
in accordance with procedure established

in the Federal Food, Drug, and Cosmetic

Act (sec. 507, 59 Stat. 463 as amended;
21.U.S.C. 357) and under the authority
delegated to him by the Secrefary of
Health, Education, and Welfare (21 CFR
2.90; 29 F.R. 471), proposes to issue reg-
ulations providing for certification and
tests and methods of assay for certain
antibiotic and antibiotic-containing
drugs. -

Before enactment of the “Drug
Amendments of 1962” these drugs had
been cleared for marketing under the
safety provisions of the new drug section
of the Federal Food, Drug, and Cosmetic
Act. The “Drug Amendments of 1962
provided for certification of the drugs
under the antibiotic section of the law
(see. 507). If further specified that if
the new-drug approvals had not been
withdrawn on the day immediately pre-
ceding the effective date (April 30, 1963),
the initial issuance of regulations provid-
ing for certification of.the drugs under
the antibiotic section of the law (sec.
507) shall not be conditioned upon an
affirmative finding of efficacy of the
drugs. Accordingly the initial issuance
of regulations cannot be and is not condi-
tioned upon an affirmative finding of effi-
cacy of the drugs involved.

The review of efficacy of the drugs
covered by this proposal has not
been completed. When completed it
may indicate, for any of the products,
no need for change, & néed for modifi-
cation of the regulation, or a need to
revoke the regulation. Any changes
that appear to be needed, based upon
efficacy considerations, will be published
at a later date as proposals. ~

A proposed regulation for tests and
methods of assay and certification of
oxytetracycline troches was published in
the FepEraL REGISTER of April 18; 1963
(28 FP.R. - 3839), Final action on the
oxytetracycline troches proposal will be
taken concurrently with that on the pro-
posals in this notice and will be con-
ditioned on the statutory requirements
as set forth in the preamble of this
notice.

All interested persons are .hereby
invited to submit written views and
comments on these proposals, preferably
in quintuplicate, within 30 ‘days from
the date of the publication of this notice
in the FEpERAL REGISTER, addressed to
the Hearing Clerk, Department of
Health, Education, and Welfare, Room
5440, 330 Independence Avenue SW.,
Washmgton, D.C., 20201.

PROPOSED- RULE MAKING

A, It is proposed to .amend § 146.1
Definitions and interpretaiions applica-
ble to all certifiable antibiolic drugs as
follows by adding to paragraphs (a)., (b),
and (d) the following new subparagraph,

. and by adding the following new sub-

division to paragraph © (2) to read. as
follows:

§ 146.1 Definitions and interpretations
applicable to all certifiable antibiotic
drugs.

(a) * % =

(20) Each of the antibiotic substances
produced by the triacetylation of olean-
domycin, and each of the same sub-
stances produced by any other means,
is a kind of friacefyloleandomycin.

- ¥ * * * *

(b) € ¥ %
(29) The term “triacetyloleandomyein

ki

- master standard” means a specific lot

of triacetyloleandomycin designated by
the Commissioner as the standard of
comparison in determining the potency
of - the triacetyloleandomyecin working

standard.

%= ® 2 s -

(c) F % %

(2) x & %

(xxiii) The term “microgram” applied
to triacetyloleandomycin means the ac-
tivity (potency), calculated as the molec~
ular equivalent of the oleandomycin
base, contained in 1.2315 micrograms of
the triacetyloleandomycin master stand-
ard when dried for 3 hours at 60° C. and
a pressure of 5 milliliters or less. ~

* * * . *

@ * *= = *

(24) The term “tria.cetyloleandomycm
working standard” means a specific lot
of a homogenous preparation of triace-
tyloleandomyein.

* * . 3 * * *

B.'It is proposed to amend Parts 148,
148m, 148n, "148p,-and 148r by adding
the following new sections:

§ 148i.13° Neomycin sulfate-hydrocorti-
sone acetate suspension for intra-
articular use.

(a) Requirements for certification—
(1) Standards of identity, sirength,
quality, dnd purity. Neomycin sulfate-
hydrocortisone acetate suspension for
intra-articular use contains, in each
milliliter, 3.5 milligrams of neomycin and
50 nu]ligrams of hydrocortisone acetate.
It contains one or more suitable preserv-
atives, dispersants,. and buffers. It is
sterile. It passes the toxicity test. Its
pH is not less than 5.3 and not more
than 7.0. The neomycin sulfate used
conforms to the standards prescribed by
§ 148i.1(a) (1) (@), (i), (vi), and (vil).

. Each other ingredient used, if its name

is recognized in the U.S.P. or N.F,, con~
forms to the standards prescribed there-
for by such official compendium.

(2) Labeling. It shall be Iabeled in
accordance with the requirements of
§ 148.3 of this chapter. Its expiration
date is 12 months.

(3) Reguests for certification; sam-
ples. In addition to the requirements of
§ 148.4 of this chapter, each such request
shall contain: -

() Results of tests and assays on:

(@) The neomycin sulfate used in
miaking the batch for potency, pyrogens,
pH, and identity.

(D) The batch for potency, sterility,
toxicity, and pH.

(ii) Samples required:

(@) 'The neomycin sulfate used in
making the batch: 10 packages, each
containing approximately: 300 milli-
grams.

(b) Thebatch:

(1) For all tests except sterility.
minimum of eight immediate containers.

(2) For sterility testing: 20 immediate
containers, collected at regular intérvals
throughout each filling operation.

(¢) In case of an initial request for
certification, each other ingredient.used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $4.00 for each immediate
container or package in the samples
submitted in accordance with subpara-
graph (3) () (@), (b) (1), and (¢) of
this paragraph; $12.00 for all immediate
containers’ in the sample submitted in
accordance with subparagraph (3) (D
(b) (2) of this paragraph; $24.00 for all
containers in the samples submitted for
any repeat sterility test, if necessary, in
accordance with § 141.2(f) of this
chapter.

(b) Tests and methods of assay—(1)
Potency. Proceed as directed in § 148i.1
(b) (1), except prepare a stock solution
of convenient concentration by placing
an accurately measured representative
portion of the sample.into an appropri-
ate-sized volumetric flask and diluting
to volume with 0.1}/ potassium phos-
phate buffer, pH 8.0. Further dilute an
aliquot of the stock solution to the proper
prescribed reference concentration with
0.1M potassium phosphate buffer, pH 8.0.
Its content of neomyecin is satisfactory
if" it is not less than 90 percent and not
more than 115 percent of the number of
milligrams of neomycin that it is repre-
sented to contain. -

(2) Sterility. Proceed as diretted in
§ 141.2 of this chapter, using the method
described in paragraph (e) (2) of that
section, except transfer-0.25 mlmliter in
lieu of 1.0 milliliter. -

(3) Tozicity. Praceed as directed in
§ 141a.4 of this chapter, using 0.5 milli-
liter of a solution containing 200 micro-
grams (estimated) of neomycin per mil-
lilifer in sterile distilled water.

(4) pH. Proceed as directed in
§ 141a.5(b) of this chapter, using the un-
diluted sample.

§148i.17 Neomycm sulfate-polymyxin B
sulfate oral solution, ,

- (a) Requirements for: certification—
(1) Standards of identity, strength, qual~
ity, and purity. Neomycin sulfate-poly-
myxin B sulfate oral solution contains, in
each milliliter, 9.1 milligrams of neomy-
cin and 1,000 unifs of polymyxin B. If
contains one or more suitable flavorings,
colorings, and preservatives, Its pH is
not less than 6.0 and not more than 7.5.
The neomycin sulfate used conforms to
the standards prescribed by § 148i.1(a)
) @, dv), (vi), and (vii)., 'The poly~
myxin B. sulfdte used conforms ‘to the
standards preseribed by § 148p.1(a) (1)
W, Gw, ), (D, and (x) of this
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chapter. Each other substance used, if
its name is recognized in the U.S.P. or
N.F.,, conforms to the standards pre-
scribed therefor by such official com-
pendium.

(2) Labeling. It shall be labeled in
accordance with the requirements of
§ 148.3 of this chapter. Its expiration
date is 12 months.

(3) Requests for certification; sam-
ples. In addition to the requirements of
§ 148.4 of this chapter, each such request
shall contain:

(1) Results of tests and assays on:

(a) The neomycin sulfate used in
making the batch for potency, toxicity,
PH, and identity.

(b) The polymyxin B sulfate used.in
making the batch for poteney, toxicity,
DPH, residue on ignition, and identity.

(e) The batch for neomycin content,
polymyxin content, and pH. -

(ii) Samples required:

(@) The neomycin sulfate used in
making the batch: 10 packages, each
containing approximately 300 milli~
grams.

(b) The polymyxin B sulfate used in
making the batch: 10 packages, each
containing approximately 300 milli-
grams.

(¢) The batch: A minimum of six
immediate containers.

(d) In case of an initial request for
certification, each other ingredient used
in making the bateh: One package of
each containing approximately 5 grams.

(4) Fees. $5.00 for each immediate
container in the sample submitted in
accordance with. subparagraph (3) (ii)
‘(¢) of this paragraph; $4.00 for each
package in the samples submitted in
accordance with subparagraph (3) (ii)
(@), (b), and (@) of this paragraph.

(b) Tests and methods of assay—(1)
Potency—(i) Neomycin content. Pro-
ceed as directed in § 148i.1(b) (1), ex-
cept prepare the sample for assay as
follows: Remove an accurately measured
representative portion and dilute with
sufficient 0.1 potassium phosphate
buffer, pH 8.0, to give a stock solution of
convenient concenfration. Further di-
lute with 0.1M potassium phosphate
buffer, pH 8.0, to the proper prescribed
reference concentration. Ifts content of
neomycin is satisfactory if it is not less
than 90 percent and not more than 125
percent of the number of milligrams of
neomycin that it is represented to con-
tain.

.(ii) Polymyzxin content. Remove an
accurately measured representative por-
tion and dilute with 10 percent potas-
sium phosphate buffer, pH 6.0, to give a
stock solution of convenient concentra-
tion. Further dilute in 10 percent po-
tassium phosphate buffer, pH 6.0, to 10
units of polymyxin (estimated) per milli-
liter.
(1) of this chapter, except add to each
concentration of the polymyxin standard
curve a quantity of neomycin to yield the
same concentration of neomycin as that
present when the sample is diluted to
contain 10 units of polymyxin per milli-
liter. Its content of polymyxin is satis-
factory if it contains not less than 90
percent and not more than 125 percent

Proceed as directed in § 148p.1(h) ~
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of the number of units of polymyxin that
it is represented to contain,

(2) pH. Proceed as directed in
§ 141a.5(b) of this chapter, using the un~
diluted sample.

§ 148i.28 Neomycin sulfate-gramicidin-
hydrocortisone acetate-phenyl-
ephrine hydrochloride-thonzonium
bromide-thonzylamine hydrochloride
nasal solution.

(a) Requirements for certification—
(1) Standards of identity, strength, qual-

- #ty, and purity. Neomycin sulfate-hy-

drochloride-thonzonium bromide-thon-
zylamine hydrochloride nasal solution is
a solution containing, in each milliliter,
0.66 milligram of neomyein, 0.05 milli-
gram of gramicidin, 0.2 milligram of hy-

- drocortisone acetate, 2.5 milligrams of

phenylephrine hydrochloride, 0.5 milli-
gram of thonzonium bromide, 10.0 milli-
grams of thonzylamine hydrochloride,
and one or more suitable buffers, pre-
servatives, and surfactants. Its pH is
not less than 4.8 and not more than 6.0.
‘The neomycin sulfate used conforms to
the standards prescribed by § 148i.1(a)
(1) @), Gw, (vi), and (vii). The gram-
icidin used conforms to the standards
prescribed by § 148f.1(a) (1) (1), Gb),
(iv), (v), and (vi) of this chapter. Each
other substance used, if its name is recog-
nized in the U.S.P. or N.F., conforms to
the standards prescribed by such official
compendium.

(2) Labeling. It shall be labeled in
accordance with § 148.3 of this chapter.
Its expiration date is 12 months.

(3) Request for certification; samples.
In addition to the requirements of § 148.4
of this chapter each such request shall
contain:

(1) Results of tests and assay on:

- (@) The neomyecin sulfate used in mak-
ing the batch for potency, toxicity, pH,
and identity.

(b) The gramicidin used in making the
batch for potency, toxicity, residue on
ignition, melting point, and identity.

(¢) The batch for neomycin content,
gramicidin content, and pH.

(ii) Samples required:

(a) The neomycin sulfate used in mak-
ing the batch: 10 packages, each contain-
ing approximately 300 milligrams.

(b) The gramicidin used in making the
batch: 10 packages, each containing ap-
proximately 500 milligrams.

(¢) The batch: A minimum of six im-
mediate containers.

(d) In the case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $5.00 for each immediate
container in the sample submitted in ac-
cordance with subparagraph (3) (ii) (¢)
of this paragraph; $4.00 for each pack-
age In the samples submitted in accord-
ance with subparagraph (3) (il) (@), (O,
and (d) of this paragraph.

(b) Tests and methods of assay—(l)
Potency—(i) Neomycin content. Pro-

ceed as directed in § 148i.20(b) (1) @). -

Its content of neomycin is satisfactory if
it is not less than 90 percent and not
more than 125 percent of the number of
milligrams of neomycin that it is repre-
sented to contain.

.
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(ii) Gramicidin. Proceed as directed
in §1481.20(b) (1) (iii). Its content of
gramicidin is satisfactory if it contains
not less than 90 percent and not more
than 125 percent of the number of milli-
grams of gramicidin that it is repre-
sented to contain.

(2) pH. Proceed as directed in
§ 141a.5(b) of this chapter, using the
undiluted sample.

§148i.31 Neomyein sulfate (commer-
cial grade).

* (a) Requirements for certification—
(1) Standards of identity, strength,
quality, and purity. Neomyecin sulfate
(commercial grade) is the sulfate salt
of a kind of neomycin or a mixture of
two or more such salts. It is so purified
and dried that:

(1) Its potency is not less than 400
micrograms of neomyein per milligram
on the anhydrous basis.

(ii) It passes the toxicity test.

(iii) Its moisture content is not more
than 8.0 percent.

(iv) Its pH in an aqueous solution
containing 33 millisrams of neomyecin
sulfate commercial grade per milliliter
is not less than 4.0 and not more than
7.5.

(v) It gives & positive identity test for
neomycin sulfate. .

(2) Labeling. It shall’ be labeled in
accordance with the requirements of
§ 148.3(b) of this chapter. Its expira-
tion date is 12 months.

(3) Requests for certification; sam-
ples. In addition to the requirements
of § 148.4 of this chapter, each such re-
quest shall contain:

() Results of tests and assays on the
batch for potency, toxicity, moisture, pH,
and identity.

.- (il) Samples required: 10 packages,
each containing approximately 300 milli-
grams.

(4) Fees. $4.00 for each container
submitted in accordance with subpara-
graph (3) (ii) of this paragraph.

(b) Tests and methods of assay—(1)
Potency. Proceed as directed in § 148i.1
(b) (1).

(2) Tozicity. Proceed as directed in
§ 1481.1(b) (4.

(3) Moisture.
§ 148i.1(b) (5).

(4) pH., Proceed
§ 1481.1(b) (6).

. (8) Idenmtity. Proceed as directed in
§ 148i.1(b) (D).

§ 148i.30 Neomycin sulfate (commer-
cial grade)-aluminum chlorohydrox-
ide cream deodorant.

Proceed as directed in

as directed in

(a) Requirements for certification—
(1) Standards of identity, strength,
quality, and purity. Neomycin sulfate
(commercial grade)-aluminum chloro-
hydroxide cream deodorant is neomycin
sulfate (commercial grade) and alu-
minum chlorohydroxide in a suitable
cream base. It contalns, in each gram,
the following:

(i) 1 millisram of neomycin and 120
milligrams of aluminum chlorohydrox-

‘ide (anhydrous) ; or

(ii) 1.75 milligrams of neomycin and
either 100 milligrams or 176 milligrams
of aluminum chlorohydroxide (anhy-
drous).
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It may also contain one or more suit-
able emollients, - perfumes,
dispersants, solubﬂlzers, buffers, and pre-
servatives. The neomyecin sulfate (com-
mercial grade) used conforms to the
standards prescribed by § 148i.31(a) (1).
Each other substance used, if its name
is recognized in the U.S.P. or N.F,, con-

forms to the standards prescribed there-.

for by such official compendium,

(2) Labeling. Each package shall
bear on its label or labeling, as herein-
affer indicated, the following:

(i) On the label of the nnmediate
container and on the outside wrapper or
container, if any:

(@) 'The batch mark.

(b) The name and quantity of each
active ingredient contained in the drug.

(¢) An expiration date that is 12
months after the month during which
the batch was certified.

(ii) On the label of the immediate
container or other labeling attached to
,or within the package, adequate direc-
tions for lay use.

(3) Requests for certification; samples.
In addition to the requirements of §.148.4
of this chapter, each such request shall
contain:

(1) Results of tests and assays on:

(a) The neomycin sulfate (commer-
cial grade) used in making the batch for
potency, toxicity, moisture, pH, and
identity.

(b) The batch for potency.

(ii) Samples required:

(a) 'The neomycin sulfate (commer-
cial grade) used in making the batch:
10 packages, each containing approxi-
mately 300 milligrams.

(b) The batch: A minimum of five
immediate containers.

(c) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $4.00 for each immediate
container or package.in the samples
submitted in accordance with subpara-
graph (3) (ii) of this paragraph.

(b) Tesits and methods of assay,
potency. Proceed as directed in § 148i.1
(b) (1), except prepare the sample for
assay as follows: Weigh accurately about
3 grams into a 15-milliliter centrifuge
tube, cap the tube with aluminum foil,
and heat over a steam bath until the
cream is liquefied. Add an accurately
measured volume of from 7 to 9 milli-
liters of a 10-percent solution of ammo-
nia. Stir thoroughly to allow the heavy
precipitate of aluminum hydroxide to
form. Blend the contents for at least 3
minutes in a suitable homogenizer.
Transfer the homogenized mixture into
the centrifuge tube and, centrifuge for

20 minutes at 3000 revolutions per-

minute. Remove 1.0 milliliter of the
clear supernatant and evaporate to dry-
ness under a stream of air. Dissolve
and dilute the residue with 0.1 potas-
sium phosphate buffer, pH 8.0, to the
proper prescribed reference concentra-
tion of neomyein. 'The potency is satis-

factory if it is not less than 90 percent -

and not .more than 140 percent of the
number of milligrams of neomycin that
the product is represented to contain, -

colorings; .
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§ 1483i.30a Neomycin sulfate (commer-
cial grade)-aluminum chlorohydrox-
ide deodorant lotion; neomycin sul-
fate (commercial grade)-aluminum

. chlorohydroxide-aluminum chloride

.deodorant lotion.

(a) Requirements ' for certification—
(1) Standards of ‘identifty, strengih,
quality, and purity. Neomycin sulfate
(commercial grade)-aluminum chloro-
hydroxide deodorant -otion contains
neomycin sulfate (commercial grade)
and aluminum chlorohydroxide in a
suitable lotion vehicle. It contains, in
each milliliter, the following:

@) 1715 milliprams of neomycin and
100 milligrams of aluminum chlorohy-
droxide (anhydrous); or

(ii) 3.5 milligrams of neomycin and
either 142 milligrams or 152 milligrams
of aluminum chlorohydroxide (anhy-
drous) ; or

(i) 1 milligram of neomycm and 160
milligrams of aluminum ¢hlorohydrox-
ide (anhydrous).

Neomycin sulfate (commercial grade)~
aluminum.” chlorohydroxide~aluminum
chloride deodorant lotion contains, in

- each milliliter, 1.75 milligrams of neo-

mycin, 176 milligrams of aluminum
chlorohydroxide (anhydrous), and 10
milligrams of aluminum chloride. The
preparations may a.lso contain one or
more suitable emollients, perfumes,
colorings, dispersants, solub111zers buf-
fers, and preservatives in an agqueous
vehicle. Their pH is not less than 3.5
and not more than 6.5. The neomycin
sulfate (commercial grade) used con-
forms to the standards of §148i.31(a)
(1). Each other substance used, if its
name is recognized in the U.S.P. or N.F.,
conforms to the standards prescnbed
therefor by such official compendium.

(2) Labeling. Fach package shall
bear on its label or labeling, as herein-
after indicated, the-following:

(i) On the label of the immediate
confainer and on the outside wrapper or
container, if any:

(@ The batch mark.

(b) 'The name and quantxty of each
active ingredient contained in the drug.

(¢) An expiration date that is 12
months after the month during which
the batch was certified.

(ii) On the label of the Immediate
container or other labeling attached on
or within the package, adequate diree-
tions for lay use.

(3) Requests for certification; sam-
ples. In addition to the requirements
of § 148.4 of this chapter, each such re~
quest shall contain:

(i) Results of tests and assays on:

- (@) The neomycin sulfate (commer-
cial grade) used in.making the batch for
potency, toxicity, moisture, pH, and
identity. .

(b) The batch for potency and pH.

(ii) Samplesrequired:

(a) The neomycin sulfate (commer-
cial grade) used in making the batch: 10
packages, each containing approximately
300 milligrams.

(b) The batch: A minimum of ﬁve
immediate containers.

(¢) In case of an initial request for
certification, each other ingredient used

in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $4.00 for each immediate
container or package. in the samples
submitted in accordance with subpara-
graph (3) (ii) of this paragraph.

(b) Tests and methods.of assay—(1)
Potency. Proceed as directed in § 148i.1
() (1), except prepare the sample for
assay as follows: Remove a 3.0-milliliter
portion with a suitable syringe and trans-
fer to a 15-milliliter centrifuge tube.
Add an accurately measured volume of
from 7 to 9 milliliters of a 10 percent
solution of ammonia. Stir thoroughly to
allow the heavy precipitate of aluminum
hydroxide to form. Blend the contents
for at least 3 minutes in a suitable ho-
mogenizer, Transfer the homogenized
mixture into the centrifuge tube and
centrifuge for 20 minutes at 3000 revo-
lutions per minute. Remove 1.0 milli-
liter of the clear supernatant and evap-
orate to dryness under a stream of air.
Dissolve and dilute the residue with 0.1
potassium phosphate buffer, pH 8.0, to
the proper prescribed reference concen-
tration of neomycin. The potency is
satisfactory if it is not less than 90 per-
cent and not more than 140 percent of
the number of milligrams of neomycin
that the product is represented to con-
tain.

(2) pH. Proceed as directed in
§ 141a.5(b) of this chapter, using the
undiluted sample.

§ 148i.30b Neomycin sulfate-aluminum
chlorohydroxide deodorant lotion.

Neomycin sulfate-aluminum chloro-
hydroxide deodorant lotion conforms to
all requirements and -is subject to all
procedures prescribed by § 148i.30a for
neomycin sulfate (commercial grade)-
aluminum chlorohydroxide deodorant
lotion, except that:

(a) Each milliliter contains 3.5 milli-
grams of neomycin and 160 milligrams
of aluminum chlorohydroxide " (anhy-
drous).

(b) The neomycin sulfate used con-
forms to the standards prescribed by
§ 1481 l(a) 1 D, (0, i), and (viD).

§ 148i.36 Neomycin sulfa!e-po]ymyxm B
sulfate - tyrothricin - benzocaine
troches.

(a) Requirements for certification—
1) Standeards of identity, strength, qual-
ity, and purity. Neomycin sulfate-poly-
myxin B sulfate-tyrothricin-benzocaine
troches are troches composed of neomy-
cin sulfate, polymyxin B sulfate, tyrothri-
cin, and benzocaine with one or more
suitable Iubricants, binders, fillers, color-
ings, and flavorings. Each troche con-
tains 3.5 milligrams of neomyein, 1,000
units of polymyxin B, 1.0 m1111gram of
tyrothricin, and 10 milligrams of benzo-
caine. The moisture content is not more
than 2.0 percent. The neomycin sulfate
used conforms- to the standards of
§ 148i.1(a) (1) .Gy, (v), (v), (vi), and
(vii). The polymyxin B sulfate used
conforms to the standards prescribed by
§148p.1(a) (1) (@), (v, (W, (vi), (viD),
and (ix) of this chapter. The tyrothricin
used conforms to the standards pre-
seribed by §148r.1(a) (1) of this chapter.
Each other substance used, if its name
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is recognized in the U.S.P. or N.F., con~
forms to the standards preseribed there~
for by such official compendium.

(2) Labeling. Fach _package shall
bear on its label or labeling, as herein-
after indicated, the following:

(i) On the label of the immediate con-
tainer and on the outside wrapper or
container, if any: -

(a) Thebatch mark.

(b) The name and quantity of each
active ingredient contained in the drug.

(c) An . expiration date that is 12
months after the month during which

‘ the bateh was certified.

(ii) On the label of the immediate
container or other labeling attached to
or within the package, adequate direc-
tions for lay use of the drug.

(3) Requests for certification; sam-
ples. In addition to the requirements
of §148.4 of this chapter, each such
request shall contain:

(1) Results of tests and assays on:

(a) The néomycin sulfate used in
making the batch for potency, toxicity,
moisture, pH, and identity.

(b) The polymyxin B sulfate used in
making the batch for potency, toxicity,
moisture, pH, residue on ignition, and
identity.

(c) The tyrothncm used .in making
the batch for potency, moisture, and
identity.

(d) The batch for neomycin content,
polymyxin content, tyrothricin content,
and moisture.

(il) Samples requu'ed'

(@) The neomycin sulfate used in
making the batch: 10 packages, each
containing approximately 300 milli-
grams,

(b) ‘The polymyxin B sulfate used in
making the batch: 10 packages, each
containing approximately 300 milli-
grams. )

(¢) The tyrothricin used in making
the batch: 5 packages, each containing
approximately 300 milligrams.

(@) The batch: A minimum of 30
troches.

(e) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.
. (4) Fees. $1.25 for each troche in
the sample submitted in accordance with
subparagraph (3) (i) (d) of this para-
graph; $4.00 for each package in the
samples submitted in accordance with
subparagraph (3) (i) (@), (b)), (¢, and
and (e) of this paragraph. -

(b) Tests and method of assay—(1)
Potency—(i) Neomycin content. Pro-
ceed.as directed in § 1481.1(b) (1), except
prepare the sample for assay as follows:
Place a representative of troches in a

high-speed glass blender and add suffi- .

cient 0.1M potassmm phosphate buffer,
pH 8.0, to give a stock solution of con-
vement concentration. Blend until the
troches are completely disintegrated.
Make proper estimated dilutions with
0.1M potassium phosphate buifer, pH 8.0,
to the prescribed reference concentra-
tion. The content of neomyein is satis-
factory if it is not less than 90 percent
and not more than 125 percent of the
number of milligrams of neomycin that
it is represented to contain.

. (1) Standards of
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(ii) Polymyxin content. Proceed as
directed in § 148p.1(b) (1) of this chap-
ter, except:

(@) Prepare the sample for assay as
follows: Dissolve a representative num-
ber of troches in sufficient 10 percent
potassium phosphate buffer, pH 6.0, to
give a stock solution of convenient con~
centration. Make proper estimated di-
Iutions with 10 percent potassium phos-
phate buffer, pH 6.0, to the reference
concentration of 10 units of polymyxin
per milliliter.

(b) Add to each concentration of the

polymyxin standard curve a quantity of
neomycin to yield the same ‘concentra-
tion of neomycin as that present when
the sample is diluted to contain 10 units
of polymyxin per milliliter. Also add to
each concenfration of the polymyxin
standard curve a quantity of sucrose to
yield the same concentration of sucrose
as that present when the sample is di-
luted to contain 10 units of polymyxin
per milliliter.
The content of polymyxin is satisfactory
if it is not less than 90 percent and not
more than 125 percent of the number of
units of polymyxin that it is represented
to contain.

(iii) Tyrothricin content. Proceed as
directed in § 148r.1(b) (1) of this chap-
ter, except prepare the sample for assay
as follows: Dissolve a representative
number of troches in sufficient 95 per-
cent aleohol to give a concentration .of
convenient concentration. Make proper
estimated dilutions with 95 percent alco-
hol to the prescribed reference concen-
tration. The content of tyrothricin is
satisfactory if it is not less than 90 per-
cent and not more than 125 percent of
the number of milligrams of tyrothricin
that it is represented to contain.

(2) Moisture. Proceed as directed in
§ 141a.5¢a) of this chapter.

§ 148i.37 Neomycin sulfate-gramicidin-
propyl p-aminobenzoate chewing
troches. ’

(a) Requirements for ceriification—
identity, strength,
quality, and purity. Neomycin sulfate-
gramicidin - propyl  p - aminobenzoate
chewing troches are troches composed
of neomycin sulfate, gramicidin, and
propyl p-aminobenzoate with one or
more suitable binders, solvents, fillers,
masticatory substances, flavorings, color-
ings, and preservatives. ¥ach troche
contains 3.5 milligrams of neomycin,
0.25 milligram of gramicidin, and 2.0
milligrams of propyl p-aminobenzoate.
The neomycin sulfate used conforms to
the standards prescribed by § 148i.1(a)
1 Gy, v, (v), (vi), and (vii). The
gramicidin used conforms to the stand-
ards prescribed by § 148f.1(a) (1) of this
chapter. Each other substance used, if
its name is recognized in the U.S.P. or
N.F., conforms to the standards pre-
scribed therefor by such oﬁicla.l compen-
dium. -

(2) Labeling. Each package shall
bear on its label or labeling, as herein-
after indicated, the following:

(i) On the Ilabel of the immediate
container and on the outside wrapper
or container, if any:

(a) The batch mark.

14383

(b) The name and quantity of each
active ingredient contained in the drug.

(¢) An expiration date that is 12
months after the month during which
the batch was certified.

(ii) On the label of the immediate
container or other labeling attached to
or within the package, adequate direc-
tions for lay use of the drug.

(3) Requests for certification; samples.
In addition to the requirements of § 1464
of this chapter, each such request shall
contain:

(i) Results of tests and assays on:

(@) The neomycin sulfate used in
making the batch for potency, toxicity,
moisture, pH, and identity.

(b) The gramicidin used in making
the batch for potency, toxicity, moisture,
residue on ignition, melting point, iden-
tity, and crystallinity.

(¢) The batch for neomycin content
and gramicidin content.

(ii) Samples réquired:

(@) The neomycin sulfate used in
making the batch: 10 packages, each
containing approximately 300 milli-
grams.

(b) The gramicidin used in making
the batch: 10 packages, each containing
approximgtely 500 milligrams.

(¢) The batch: A minimum of 30
troches.

(@) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $1.00 for each froche in the
sample submitted in accordance with
subparagraph (3) (ii) (¢) of this para-
graph; $4.00 for each package in the
samples submitted in accordance with
subparagraph (3) (i) (@), (), and (@)
of this paragraph.

(b) Tests and methods of assay; po-
tency—(1) Neomycin content. Proceed
as directed in § 148i.1(b) (1) except pre-
pare the sample for assay as follows:
Place a representative number of froches
in a high-speed glass blender and add
sufficient 0.13 potassium phosphate
buffer, pH 8.0, to give & stock solution
of convenient concenfration. Blend
until the troches are-completely disinte-
grated. Make proper estimated dilu-
tions with 9.1M potassium phosphate
buffer, pH 8.0, to the prescribed refer-
ence concentration. Its content of neo-
myecin is satisfactory if it is not less than
90 percent and not more than 125 per-
cent of the number of milligrams of neo-
myecin that it is represented to contain.

(2) G@ramicidin content. Proceed as
directed in § 148f.1(b) (1) of this chap-
ter, exdéept prepare the sample for assay
as follows: Place a representative num-
ber of troches in an Erlenmeyer flask and
add 50 milliliters of 80 percent ethyl
alcohol. Shake until the entire outer
coating of the troches has been removed.
Filter the solution through a cotton plug.
‘Wash the contents of the flask with sev-
eral portions of 80 percent ethyl alcohol
and pass the washings through the cotton
plug filter. Quantitatively transfer the
combined filtrate to a 100-milliliter volu-

‘metric flask and adjust to volume with

80 percent ethyl alcohol. Make broper

_estimated dilutions with 95 percent ethyl

alcohol to the reference concentration.
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Its content of gramicidin is satisfactory
if it is not less than 90 percent and not
more than 125 percent of the number of
milligrams of gramicidin that it s repre-
sented to contain,

§ 148i.38 Neomycin sulfate-gramicidin-
benzocaine troches; meomycin sul-
fate-gramicidin-propyl p-aminoben-
zoate troches.

(a) Requirements for certification—
(1) Standards of identity, strength, qual-
ity, and opurity. Neomyecin sulfate-
gramicidin-benzocaine troches or neo-
mycin sulfate-gramicidin-propyl p-am-
inobenzoate troches are troches com-
posed of neomycin sulfate, gramicidin,
and benzocaine or propyl p-aminoben-
zoate, with or without one or more suit-
able fillers, lubricants, colorings, and
flavorings. Each troche contains either:

() 2.5 milligrams of neomycin, 0.25
milligram of gramicidin, and 10 milli-
grams of henzocaine; or ‘

(i) 3.5 milligrams of neomycin, 0.25
millieram of gramicidin, and 2 milli-
grams of propyl p-aminobenzoate:

The moisture content is not more than
3.0 percent. 'The neomycin sulfate used
conforms to the standards prescribed by
§ 148i.1() (VY D, -Gw, (W,, (i), and
(vil). The gramicidin used conforms to
the standards prescribed by § 148£.1(a)
(1) of this chapter. Each other sub-
stance used, if its name is recognized in
the U.S.P. or N.F., conforms to the
standards prescnbed therefor by such
official compendium. .

(2) Labeling. Each package shall
bear on its label or labeling, as herein-
after indicated, the following:

(1) On the label of the immediate
container and on the outside wrapper or
container, if any:

(a) The batch mark.

(b) The name and quantity of each
active ingredient contained in the drug.

(¢) An éxpiration date that is 12 -~

months after the” month durmg which
the batch was certified.
(ii) On the label of the immediate

container or other labeling attached fo.

or within the package, adequate direc-
tions for lay use of the drug.

(3) Regquests for certification; sam-
ples. In addition to the requirements
of §148.4 of this chapter, each such
request shall contain:

(1) Results of tests and assays on:

(@) The neomycin “sulfate used in
meaking the batch for potency; toxicity,
moisture, pH, and identity.

(b) The gramicidin used in making
the batch for potency, toxicity, moisture,
residue on ignition, melting point, iden~
tity, and crystallinity.

(¢) The batch for neomycin content,
gramicidin content, and moisture.

(ii) Samples required:

(@) The neomycin sulfate used in
making the batch: 10 packages, each
containing approximately - 300 milli-
grams.

(b) The gramicidin ‘used in making
the batch: 10 packages, each containing
approximately 500 milligrams.

(¢) The batch: A minimum of 30
troches.

(d) In case of an initial request for
certification, each other ingredient used
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in making the batch: One package of
each containing apprommately 5 grams.
(4) Fees. $1.00 for each troche in the
sample submitted in accordance with

.subparagraph (3) (ii) (¢) of this para-

graph; $4.00 for each package in the
samples submitted in accordance with
subparagraph (3) (i) (@), (b), and (d)
of this paragraph.

(b) Tests and methods of assay—(1)
Potency—(i) Neomycin conient. Pro-
ceed as directed in § 148i.1(b) (1), except
prepare the sample for assay as follows:
Place a representative number of troches
in a high-speed glass blender, add a
quantity of 0.1M potassium phosphate
buffer, pH 8.0, to make a stock solution
of convenient concentration and blend
until troches are completely disinte-
grated. Make estimated dilutions to the
reference concentration with 0.1 po-
tassium phosphate buffer, pH 8.0. The
content of neomyein is satisfactory if it
is not less than 90 percent and not more
than 125 percent of the number of milli-
grams of neomycin that it is represented

“to contain.

(1) Gramicidin content. Proceed as
directed in § 148£.1(b) (1) of this chap-
ter, except prepare the sample for assay
as follows: Place a representative num-
ber of troches in an Erlenmeyer flask and
add a quantity of 95 percent ethyl alco-
hol that will give a stock solution of
convenient concentration. Stopper the
flask and shake on a mechanical shaker
until the troches are completely disinte-
grated. Make proper estimated dilu-
tions to the reference concentration with
95 percent ethyl alcohol. The content
of gramicidin is satisfactory if it is not
less than 90 pércent and not more than
125 percent of the number of milligrams
of gramicidin that it is represented to
contain,

(2) Moisture. Proceed as directed in
§ 141a.5(a) of this chapter.

§ 148i.40 Neomycin sulfate-polymyxin
B sulfate-methoxamine hydrochlo-
ride nasal solution,

(a) Requirements for certificalion—
(1) Standards of identity, sirength,
quality, end purity. Neomycin sulfate-
polymyxin B sulfate-methoxamine hy-
drochloride ngsal solution is a solution
containing, in each milliliter, 3.5 milli-
grams of neomycin, 5,000 units of poly-
myxin B, 5 milligrams of methoxamine
hydrochloride,” and one or more suitable

- buffers and preservatives. Its pH is not

less than 4.2 and not more than 7.0.
The neomycin. sulfate used conforms to
the- standards prescribed by § 148i.1(a)
1) @, 4w, (vi), and (vil). The poly-
myxin B sulfate used conforms to the
standards prescribed by § 148p.1(a) (1)
@, Gv), (vi), (vil), and (dx) of this
chapter.

N.F., conforms to the standards pre-

scnbed therefor by such official com- )

pendium.

(2) Labeling. It shall be labeled in
accordance with the requirements of
§ 148.3 of this chapter. Its expira.tlon
date is 12'months.

(3) Requests for certification; sam-
ples. In addition to the requirements of
§ 148.4 of this chapter, each such request
shall contain:

Each other substance used, if
its name is recognized in the U.S.P. or _

‘quality, and purity.

@) Results of tests and assay on:

(@) The necomycin sulfate used In
making the batch for potency, toxieity,
pH, and identity.

(b) The polymycin B sulfate used In
making the batch for potency toxicity,
pH, residue on ignition, and identﬂ;y

(¢) The batch for neomycin content,
polymyxin content, and pH.

(il) Samples reqmred'

(@) The neomycin sulfate used in
making the batch: 10 packages, each
containing approximately 300 milli-
grams.

(b) The polymyxin B sulfate used in
making the batch: 10 packages, each

‘containing approximately 300 milli-

grams, N

(¢) The batch: A minimum of six im-
mediate containers.

(@) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $5.00 for each immediate
container in the sample submitted in
accordance with subparagraph (3) (i)
(¢) of this paragraph; $4.00 for each
package in the samples submitted in
accordance with subparagraph (3) (ii)
(@), (b), and (@) of this paragraph.

(b) Tests and methods of assay—(1)
Potency—() Neomycin content. Pro-
ceed as directed in § 148i.7(b) (1). Its
content of neomycin is satisfactory if it
contains not less than 90 percent and
not more than 125 percent of the num-
ber of milligrams of neomycin that it is
represented to contain.

(i) Polymyzxin content. Remove an
accurately measured representative por-
tion with a suitable syringe and dilute
to a convenient concentration with 10
percent potassium. phosphate buffer, pH
6.0. Further dilute to a conceniration
of 10 units of polymyxin per milliliter
with 10 percent potassium phosphate
buffer, pH 6.0. Proceed as directed in
§ 148p.1(b) (1) of this chapter, except:

(@) Add to each concentration of the
polymyxin standard curve-a quantity of
neomyein to yield the same concentra-
tion of neomycin as that present when
the sample is diluted to contain 10 units
of polymyxin per milliliter.

(b) If the dosage form contains
thimerosal as g preservative, adjust the -
agar for the seed layer by adding 300 .
milligrams of thioglycolic acid per liter.

Its content of polymyxin is satisfactory
if it contains not less than 90 percent
and not more than 125 percent of the
number .of units of polymyxin that it is
represented to contain.

(2) pH. Proceed ~as directed in
§ 141a.5(b) of this chapfer, usmg the
undiluted sample.

§ 148i.41. Neomycin sulfate~polymyxm
B sulfate-phenylephrine hydrochlo-
ride-thenyldiamine hydrochloride na-
sal solution.

(2) Reguirements for certification—
(1) Standards of identity, strength,
Neomycin sulfate-
polymyxin B sulfate-phenylephrine hy-
drochloride-thenyldiamine hydrochlor-
ide nasal solution. is a. solution contain-

‘ing, in each milliliter, 0.6 milligram of

neomyein, 3,000 units of polymyxin B,
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5 milligrams of phenylephrine hydro-
chloride, 0.5 milligram of thenyldiamine
hydrochloride, and one or more suitable
buffers and preservatives. Its pH is not
less than 4.2 and not more than 7.0.
The neomyein sulfate used conforms to
the standards prescribed by § 148i.1(a)
(1) (D, (v), (vi), and (viD). 'The poly-
myxin B sulfate used conforms to the
standards preseribed by § 148p.1¢a) (1)
W, Gv), i), (viD), and (x) of this
chapter. Each other substance used, if
its name is recognized in the US.P. or
N.F., conforms to the standards pre-
scn‘bed therefor by such official compen-
dium.

(2) Eabeling. It shall be labeled in
accordance with the requirements of
§ 148.3 of this chapter. Its expiration
date is 12 months.

(3) Requests for certification; samples.
In addition to the requirements of § 148.4
of this chapter, each such request shall
contain:

(1) Results of tests and assays on:

(a) The neomycin sulfate used in
making the batch for potency, toxicity,
pH, and identity.

(b) The polymyxin B sulfate used in
making the batch for polency, toxicity,
PH, residue on ignition, and identity.

(¢) The batch for neomycin content,
polymyxin confent, and pH.

(i) Samples required: -

(a) The neomycin sulfate used in
making the batch: 10 packages, each
containing approximately 300 milli-
grams.

(b) The polymyxm B sulfate used in
making the bafch: 10 packages, each
containing approximately 300 milli-
grams.

(¢) The batch: A minimum of 6
. immediate containers.

(@) In case of an initial request for
certification, each ofher ingredient used
in making the batch: One package of
each confaining approximately 5 grams.

(4) Fees. $5.00 for each immediate
container in the sample submitted in
accordance with subparagraph (3) (ii) (¢)
of this paragraph; $4.00 for each pack-
age in the samples submitted in accord-
gnce with subparagraph (3) 4D (@), and
(b), and (d) of this paragraph. -

(b) Tests and methods of assay—(1)

Potency—() Neomycin content. Pro-
cead as directed in § 1481.7(h) (1.

Its content of neomycin is satisfactory
if it contains not less than 90_percent
and not more than 125 percent of the
number of millisrams of neomyein that
it is represented to contain.

(ii) Polymyzin content. Remove an

accurately measured representative por-

tion with & suitable syringe and dilute to
a convenient concentration with 10 per-
cent potassium phosphate buffer, pH 6.0.
Further dilute to a concentrafion of 10
units of polymyxin per milliliter with 10
percent potassium phosphate buffer, pH
6.0. Proceed as directed in § 148p.1(b)
(1) of this chapter, except: -

(a¢) Add to each concentration of the
polymyxin standard curve a quantity of
neomyein to yield the same concentra-
tion of neomycin as that present when

the sample-is diluted to contain 10 units -

of polymyxin per milliliter,
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(b) If the dosage form contains thi-
merosal as a.preservative, adjust the agar
for the seed layer by adding 300 milli-
grams of thiogylcolic acid per liter.

Its confent of polymyxin is satisfac-
tory if it contains not less than 90 per-
cent and not more than 125 percent of
the number of units of polymyxin that
it is represented to contain.

(2) pH. Proceed as directed ‘in
§ 141a.5(b) of this chapter, using the
undiluted sample.

§148i.42 Neomycin sulfate-gramicidin-
phenylephrme hydrochloride nasa
solution.

(a} Requirements for certification—
(1) Standards of identity, strength, qual-
ity, and opurity. Neomycin sulfate-
gramlmdm-phenylephrme hydrochloride
nasal solution is a solution containing,
in each m.llhhter, either 0.8 milligram of
neomyecin, 0.05 milligram of gramicidin,
and 2.5 milligrams of phenylephrine hy-
drochloride, or 0.66 milligram of neomy-
cin, 0.05 milligram of gramicidin, and
5.0 milligrams of phenylephrine hydro-
chloride. It may also contain one or
more suitable preservatives, solvents, sur-
factants, and buffers. Its pH is not less
than 4.5 and not more than 7.0. The
neomycin sulfate used conforms to the
standards prescribed by § 148i.1(ay(1)
1D, Gv, (vD), and (vil). The gramicidin
used conforms to the standards pre-
seribed by § 148£.1(a) (1) (D, G4, dw,
(v), and (vi) of this chapter. Each
other substance used, if its name is rec-
ognized in the U.SP. or N.F., conforms
to the standards prescribed therefor by
such official compendium.

(2) Labeling. Each package shall
bear on its label or labeling, as herein-
after indicated, the following:

(iy On thelabel of the immediate con-
tainer and on the oufside wrapper or
container, if any: .

(a) Thebatchmark.

() The name and quantity of each
active ingredient contained in the drug.

(¢) An expiration date that is 12
months after the month during which
the batch was certified.

(ii) On the label of the immediate
container or other labeling attached to
or within the package, adequate direc-
tiohs for lay use of the drug.

(3) Requests for certification; sam-
ples. In addition to the requirements of
§ 148.4 of this chapter, each such request
shall contain:

(i) Results of tests and assays on:

(a¢) The neomycin sulfate used in
making the batch for potency, toxicity,
PH, and identity.

(b) The gramicidin used in making
the batch for potency, toxicity, residue
on ignition, melting point, identity, and
crystallinity.

(¢} The batch for neomycin content,
gramicidin content, and pH.

(ii) Samples required:

) The neomycin sulfate used in

aking the batch: 10 packages, each

containing approximately 300 milli-
grams.

(b) The gramicidin used in making
the batch: 10 packages, each contammg
a.pproxzmately 500 milligrams.
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(¢) The batch: A minimum of six im-
mediate containers.

(@) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $5.00 for each immediate
container in the sample submitted in
accordance with subparagraph (3) (ii)
(c) of this paragraph; $4.00 for each
package in the samples submitted in ac-
cordance with subparagraph (3) Gi) {a),
(b), and (d) of this paragraph.

(b) Tests and methods of assay—i(1)
Potency—(1) Necmycin content. Pro-
ceed as directed in § 148i.20(b) (1) ().
Its content of neomyecin is satisfactory
if it is not less than 90 percent and not
more than 125 percent of the number
of milligrams of neomycin that it is rep-
presented to contain.

(i) Gramicidin content. Proceed as
directed in  § 148i.20(b) (1) (i), Its
content of gramicidin is satisfactory if
it contains not less than 90 percent and
not more than 125 percent of the number
of milligrams of gramicidin that it is
represented to contain. -

(2) pH. Proceed as directed in
§ 141a.5(b) of this chapter, using the
undiluted sample.

§ 148i.43 Neomycin sulfate-gramicidin-
thonzylamine hydrochloride-thonzo-
niwm bromide-phenylephrine hydro-
chloride nasal solution.

(a) Requirements for certification—
(1) Standards of identity, strength,
quality, and purity. Neomycin sulfate-
gramicidin-thonzylamine hydrochloride-
thonzonium bromide-phenylephrine hy-
drochloride nasal solution is a solution
containing, in each milliliter, 0.66 milli-
gram of neomycin, 0.05 milligram of
gramicidin, 10.0 milligrams of thonzyl-
amine hydrochloride, 0.05 milligram of
thonzonium bromide, 2.5 milligrams of
phenylephrine hydrochloride, and one or
more suitable preservatives, solvents,
surfactants, and buffers. Its pH is not
less than 4.5 and not more than 7.0.
‘The neomyein sulfate used conforms to
the standards prescribed by § 148i.1(a)
(1) @), (iv), (vi), and (vii). The gram-
icidin used conforms to the standards
of §148f.1¢a) (1) (D), (b, (v, (V), and
(vi) of this chapter. Each other sub-
stance used, if its name is recognized in
the U.S.P. or N.F, conforms to the stand-
ards prescribed therefor by such official
compendium,

. (2) Labeling. Each package shall
bear on its label or labeling, as herein-
after indicated, the following:

(1) On the label of the immediate con-
tainér and on the outside wrapper or
container, if any:

(a) The hatch mark.

() The name and quantity of each
active ingredient contained in the drug.

(¢) An expiration date that is 12
months affer the month during which
the batch was certified.

(ii) On the label of the immediate
container or ofther labeling attached to
or within the package, adequate direc-
tions for lay use of the drug.

(3) Requests for certification; sam-
ples. In addition to the requirements of
§ 148.4 of this chapter, each such re-
quest shall contain:
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) Results of tests and assays on:

(@) The neomycin sulfate used in
making the batch for potency, toxicity,
pH, and identity. .

(b) The gramicidin used in making
the batch for potency, toxicity, residue
on ignition, melting point, identity, and
crystallinity.

(¢) The batch for neomycin content,
gramicidin content, and pH.

(ii) Samples required:

(@) The neomycin sulfate—used in
making the batch: 10 packages, each
containing approximately 300 milli-
grams.

() The gramicidin used in makihg’/

the batch: 10 packages,-each containing
approximately 500 milligrams.

(¢) The batch: A minimum of six
immediate containers.

(d) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately ‘5 grams.

(4) Fees. $5.00 for each immediate
container in -the sample submitted in
accordance with subparagraph (3) (ii)
(¢) of this paragraph; $4.00 for each
package in the samples submitted in
accordance with subparagraph (3) (i)
(a), (b), and. (d) of this paragraph. :

(b) Tests and methods of assay—(1)
Potency—({) Neomycin content. Pro-
ceed as directed in § 148i.20(b) (1) ().
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accordance with the requirements of
§ 148.3(b) of this chapter. Its expira-
tion date is 12 months.

(3) Requests for certification; samples.
In -addition to the requirements of
§ 1484 of this chapter, each such re-
quest shall contain: .

(1) Results of tests and assays on the
batch for potency, toxieity, moisture,
pH, residue on ignition, identity, Ry
value, acetyl value (only if more than

one spot is present in the determination.

of Ry value), and crystallinity.

(ii) Samples of the batch: 10 pack-
_ages, each-.containing approximately
equal portions of not less than 500
milligrams.

(4) Fees. $5.00 for each container in
the sample submitted in accordance
with subparagraph (3) (ii) of this para-
graph. R

(b) Tests and methods of assay—(1)
Potency. Use any one of the following
methods; however, the results obtained
from the method in subdivision (ii)
shall be conclusive.

(i) Chemical method—(a) Reagents
and equipment. (1) Methyl orange re-
agent: Shake 0.5M boric acid solution
for.12 hours (to insure saturation) with
an excess of methyl orange indicator.
An alternative method is to heat the
mixture to about 50° C. and shake for
about an hour. -Then "allow to ccol.

Its content of neomycin is satisfactory Filter the saturated dye solution and
if it is not less than 90 percent and not wash three times with chloroform.
more than 125 percent of the number Store the dye solution over chloroform.

of milligrams of neomycin that it is
- represented to contain.

(ii) Gramicidin content. Proceed as
directed in § 148i.20(b) (1) (iii). Iis con-
tent of gramicidin is satisfactory if it
contains not less than 90 percent and
not more than 125 percent of the num-
ber of milligrams of gramicidin that it
is represented to contain.

(2) pH. Proceed as directed in
§ 1412.5(b) of this chapter, using the
undiluted sample.

§ 148m.2 Triacetyloleandomycin.

(a) Requirements for certification—
1) Standards of idenlity, sirength,
quality, and purity. Triacetyloleando-
mycin is the triacetyl ester of oleando-
myein base or g mixture of two or more
such esters. It is a white crystalline
powder. It is so purified that:

(i) Its potency is not less than %750
micrograms of triacetyloleandomycin
per milligram. .

(i) It passes the toxicity test. i

than 1.0 percent. ,

LGv) Its pH in an aqueous salcohol
solution containing 100 milligrams of
triacetyloleandomycin per milliliter is
not less than 7.0 and not more than 8.5.

(v) Its residue on ignition is not
more than 0.1 percent.

(vi) It gives a positive identity test for
oleandomycin.

(vil) Its Ry value by paper chromato--

graph is approximately 0.85. If ‘more
than one spot appears on the paper
chromatogram, deftermine its acetyl
value,; which is not less than 15.3 per-
cent and not more than 16.0 percent.
(2) Labeling. It shall be labeled in

(2) Acid-aleohol solution: Add 2 mil-
liliters of concentrated sulfuric acid-to
.98 milliliters of absolute methyl alcohol.

(3) Glycerin: Reagent grade.

(4) Centrifuge tubes: 40  milliliters,
glass-stoppered.

(b) Procedure. Prepare a standard
solution in chloroform containing 50.0
milligrams of oleandomycin base in 200
milliliters. Transfer 10.0 milliliters of

the solution to a 100-milliliter volumetrie -

flask and dilute to volume with chloro-
form. Transfer 2.0, 4.0, 6.0, and 8.0 milli~
liters of this solution to glass-stoppered
centrifuge tubes (40-milliliter size) and
dilute to a total volume of 20.2 milliliters
each with chloroform. To the 20 milli-
Iiters of the solution present in each 40-
milliliter size cenirifuge tube, add 0.2

. milliliter of glacial acetic acid, 0.2 milli-

liter of glycerin, and 0.4 milliliter of
methyl orange reagent. Shake for 5
minutes and_centrifuge for 3 minutes.
Immediately transfer to another tube a

10.0-milliliter aliquot from the chloro-.
" (iii) Its moisture content is not more form (lower) layer. Care must be exer~

cised to see that ho portion of the dye-
glycerin phase is included with the chlo-
roform aliquot. Add 1.0 milliliter of
acid-alcohol solution to this chloroform
aliquot, mix well, and read the absorb-
ancy at 535 mu using a 1-centimeter cell
and a suitable photometer and using
chloroform, similarly treated, as a blank.
Prepare .a standard curve, plotting the
absorbance values of the standard solu-

tion against the concentration expr;s;sed :

in micrograms of oleandomycin base*per
aliquot. Accurately weigh the sample
to be tested to give 50 milligrams (esti-
mated) of oleandomycin base, dissolve
in chloroform, and make to 200 milli-
liters with chloroform. Transfer 10.0

milliliters to a 100-milliliter volumetric
flask and make to volume with chloro-
form. Transfer 5.0 milliliters to_a glass-
stoppered centrifuge tube and proceed
as above. Determine the potency of the
sample from the standard curve.

(ii) Plate bioassay. Proceed as di-
rected in § 148m.1(b) (1), except:

(a) Add 2.0 '‘milliliters of polysorbate
80 to each 100 milliliters of the agar used
for the base and seed layers.

(0) In lieu of the directions in
§ 148m.1(b) (1) (iij), dissolve a suitable
weighed quantity of the triacetyloleando-
mycin working standard in sufficient 80
percent isopropyl alcohol-water solution
to give a concentration of 1,000 micro-
grams of triacetyloleandomycin per mil-
liliter. Use the solution the day that
it'is prepared.

(¢) In leu of the. directions in
§ 148m.1(b) (1) (iv), dissolve the sample
in sufficient 80 percent isopropyl alcohol-
water solution to give a convenient stock
solution. Further dilute in 0.2/ potas-
sium phosphate buffer, pH 10.5, to give
a final concentration of 15 micrograms
of triacetyloleandomycin per milliliter
(estimated). e

(@) In lieu of the directions in
§ 148m.1(b) (1) (vi), use the agar de-
seribed in subdivision (@) of this subdi-
vision for both layers. Use .the plates
as soon after seeding as practical. If
they are not to be used immediately
after seeding, refrigerate the inoculated
plates until ready for use.

(e) In lieu of the directions for pre-
paring the standard curve in § 148m.1
(b) (1) (vil), prepare the standard curve
by diluting the stock triacetyloleando-
mycin standard solution in 0.2/ potas-
sium, phosphate buffer, pH 10.5, to give
concentrations of 9.6, 12.0, 15.0, 18.8, and
23.4 micrograms of triacetyloleandomy-
cin per milliliter. The 15.0 micro-
grams per milliliter concentration is the -
reference concentration.

(f) In liew of the directions in
§ 148m.1(b) (1) (vii), Incubate the plates
at 37°_C. overnight. The concentration
of the sample and standard being tested
is 15.0 micrograms of triacetyloleando-
mycin per milliliter.

(iii) Turbidimelric bioassay—(a) Cul-
ture media. Use ingredients that con-
form to the standards prescribed by the
U.S.P.or N.F, if any.

(1) Make nuirient agar for carrying
the test organism as follows:

Peptone 6.0 gm.
Pancreatic digest of casein. . —..._ 4.0 gm.
Yeast extract 1.5 gm.
Beef extract. 1.5 gm.
Dextrose 1.0 gm,
Agar 15.0 gm.
Distilled water, Q.S —_ 1,000.0 ml.

DPH 6.5-6.6 after steri]!zatioil.\

. (2) Make nutrient broth for preparing
an inoculum of the test organism as fol-
lows: :

Peptone 5.0 gm.
Yeast extract 1.5 gm.
Beef extract_.. 1.5 gm.
Sodium chloride. 3.5 gm.
Dextrose . 1.0 gm.
Dipotassium phosphate.omccmmaca 3.68 gm.
Potassium phosphate. 1.32 gm,

Distilled-water, QS.eeemaeam—m-u 1,000.0 m1.
pH 7.0 after sterilization,

I’
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In lieu of preparing the media from the
individual ingredients specified in this
subdivision, they may be made from a
dehydrated mixture which, when recon-~
stituted with. distilled wafer, has the
same composition as such media. Minor
modifications of the individual ingre-

dients specified in this subdivision are -

permissible, if the resulting media possess
growth-promoting properties at least
equal to the media described.

(b) Preparation of the inoculated
broth. The test organism in Klebsiella
pneumoniae (AT.C.C. 10031), noncap-
sulated, which is maintained on slants

of nutrient agar prepared as described”

in subdivision (@) () of this subdivision.
Transfer stock culture of the test orga-
nism every week to fresh nutrient agar
slants and incubate overnight at 37° C
Suspend the growth from a freshly in-
cubated slant in sterilized U.S.P. saline
T.S., and inoculate a large nutrient agar
surface such as that provided by a Roux
bottle containing 300 milliliters of the
nutrient agar. Spread fhe ,suspension
of organism evenly over the entire nutri-
ent agar surface and incubate overnight
at 37° C. Harvest-the growth from the
surface, using 50 milliliters of sterilized
U.SP. saline T.S. per Roux bottle.
- Adjust the volume of the suspension so
that a 1 3 24 dilution will give 25 per-
cent light transmission when measured
with a suitable photoelectric colorimeter
having a 580 my filler and a 13-milli-
meter test tube as an absorption cell.
The resulting suspension may be used
for 1 week when stored under refrigera-
tion. Prepare the daily inoculated
broth by adding 0.2 milliliter of the
adjusted suspension to each 100 milli-
liters of nutrient broth prepared as
described in subdivision (@) (2) of this
subdivision. .

(¢) Working standard. Prepare the
daily standard curve by diluting the
stock triacetyloleandomycin working
standard solution prepared as described
in subdivision (ii) (b) of this subpara-
graph with 1 percent potassium phos-
phate buffer, pH 6.0, to the following
final concentrations: 15.0, 19.5, 25.0,
32.0, and 41.2 micrograms of triacetyl-
oleandomycin per milliliter. The 25.0
micrograms per milliliter concentration
is the reference concenftration. Add 1
milliliter of each final concentration to
each of three tubes having an outside
dimension of 16 millimeters by 125
millimeters.

(d) Preparation of sample. DISSO].Ve
the sample under test with an 80 percent
isopropyl alcohol-water mixture to pre-
pare a convenient stock solution. Fur-
ther dilute the stock solution in 1 per-
cent potassium phosphate buffer, pH 6.0,
to the reference concentration of 25
micerograms” of triacetyloleandomycin
per milliliter (estimafed).
liter of the sample reference concentra-
tion solution to each of three tubes hav-
ing an outside dimension of 16 m1111-
meters by 125 millimeters.

(e¢) Procedure. Add 9 milliliters of
the inoculated broth prepared as de-
scribed in subdivision (b) of this sub-
division to each of the ftubes containing
the sample and standard solutions, and
immedisately incubate in a 37° C. water

No. 204—Pt. II—-2
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bath for 3-4 hours. After incubation,

.remove all tubes and add 0.5 milliliter of

12 percent formaldehyde to each tube.
Using a suitable photoelectric colorim-
eter at the wavelength of 530 mu, set the
instrument at zero absorption with clear,
uninoculated broth prepared as described
in subdivision (a) (2) of this subdivision.
Determine the absorption value for each
sample and standard tube. .

(f) Estimation of potency. Plot the
average absorption values for each final
concentration of the standard on semi-
logarithmic paper with absorption on the
arithmetic scale and concentrations on
the logarithmic scale. Construct the
straight line of best fit through the
points, either by inspection or by means

"of the following equations:

8a--2b-t-c—e
Ie——:
3e+4-2d+tc—a
H=-——T——,
where:

L=Calculated absorption value for the
lowest concentration of the standard
curve;

H=Calculated  absorption value for the
highest.concentration of the stand-
ard curve;

a, b, ¢, d, e=Average absorption value for
the 15.0, 19.5, 25.0, 32.0, and 412
micrograms per milliliter concentra~

N tions of the standard curve, respec-
tively.

Plot values obtained for L and H and
connect with a sfraight line. Average
the absorption values for the sample and
determine the average concentration of
the sample solutions from the standard
curve. Multiply the concenfration by
the appropriate dilution factor to deter-
mine the triacetyloleandomycin content
of the sample.

(2) Tozxicity. Proceed as directed in
§ 1414.305(b) of this chapter, except ad-
minister a test dose of 0.5 milliliter of a
suspension containing 200 milligrams of
triacetyloleandomycin per milliliter in
U.S.P. saline T.S.

(3) Moisture. Proceed as directed in
§ 141a2.5(a) of this chapter.

(4) pH. Proceed as directed in
§ 141a.5(b) of this chapter using a satu-
rated solution prepared by adding 100
milligrams of triaceftyloleandomycin per
milliliter of water-ethyl alcohol (1:1)
diluent.

(5) Residue on zgmtzon. Proceed as
directed in § 141e.401(g) of this chapter.

(6) Identity. Dissolve about 10 milli-
grams in 5 millilifers of hydrochloric
acid and heat the solution in a boiling
water bath; a greenish yellow color is
produced.

() R; value~—(@{) Apparatus and re-
agents (@) Chromatographic chamber
(eylinder glass-stoppered museum jar
11.5 inches x 3.5 inches).

(b) Chromatographic paper (8 inches
x 8 inches Whatman -No. 1).

(¢} 0.1N hydrochloric aeld. .

(@) Resolving solvent: Bufyl acetate,
benzene, nitromethane, pyridine (5:5:5:1
by volume)..

(e) Spray redgent: 15 grams antimony
trichloride per 100 milliliters of chloro-
form. .

(ii) Procedure. Dissolve the sample
in chloroform .to give a solution con-
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taining 10 milligrams to 20 milligrams
of oleandomycin base equivalent per
milliliter. Prepare a sheet of chroma-
tographic paper by drawing a line of
origin parallel to and 1 inch from the
edge of the paper. Wet the paper
thoroughly with the 0.1N hydrochloric
acid and blot it firmly between sheets
of absorbent paper. Starfing 2 inches
in from the edge and at I-inch intervals,
apply 3 microliters to 5 microliters of
the sample solutions to the starting line.
Allow a few minutes for the paper to
dry partially. While the paper is still
damp, form a cylinder by bringing the
outer edges together, allowing about 1-
inch overlap, and secure with a paper
clip. Stand the paper in the chroma-
tographic chamber, which has been filled
to a depth of ¥ inch with the resolving
solvent. After the solvent fronf rises to
a height of 4 inches to 5 inches above
the origin, remove the paper from the

- tank and hang it up to air dry. Spray

the dried paper with the antimony tri-
chloride reagent. Hang the paper in a
100°C. oven for 3 minutes. A purple
spot beecomes visible for triacetylolean-
domycin at an Ry value of about 0.85.
The approximate Ry values for diacetylo-
leandomycin, monoacetyloleandomycin,
and oleandomyecin are, respectively, 0.72,
0.27, and 0.13.

(8) Acetyl determination—({i) Appa-
ratus and reagents. (a) One 3-necked
Pyrex flask of approximately 45 milli-
liters capacity, pear-shaped with T-
joints, agar inlet tube, glass-stoppered
funnel, glass condenser, and bubble
counter. i

(b) 50-milliliter Pyrex Erlenmeyer
flask.

(¢) 10-milliliter buref, calibrated to
0.02 milliliter.

(d) Anhydrous methyl alcohol, rea-
gent grade.

(e) 2N sodium hydroxidesolution.

(f) Sulfuric acid solution prepared by
adding 100 milliliters of concentrated
H2S04 to 200 milliliters of water.

(g) 1N barium chloride solution.

(h) Phenolphthalein solution (1 per-
cent in ethyl alcohol).

(i) Water-pumped nitrogen.

(/) NaOH solution, 0.015N.

(i1} Procedure. Weigh accurately
(to 0.01 milligram) approximately 30
milligrams of the sample into the three-
necked acetyl flask. Add 2.0 milliliters
of methyl alcohol to dissolve the sample,
then add slowly with gentle swirling, 1.0
milliliter of NaOH solution. Connect
the gas inlet tube with bubble counter
attached,” and adjust nitrogen flow to
about two bubbles a second. Put glass-
stoppered funnel in centerneck of acetyl
flask, and put about 5 milliliters of H.O
in the funnel. Add a boiling chip to the
solution and attach condenser in the
refluxing position -with water cooling.
Adjust burner flame under acetyl flask

- to reflux solution gently. Reflux for 30

minutes. Cool assembly slighfly, then
rinse down condenser (still in reflux po-
sition) with a few milliliters of H.0.
Reassemble condenser to the distillation
position and add water through the fun-
nel to make a total of approximately 5

milliliters of H.O added to acetyl flask.
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Adjust burner flame so that about 5 milli-
liters of H.O and methyl alcohol is dis-
tilled over in approximately 10 minutes.
Discard this distillate. Cool acetyl flask
slightly. Acidify solution in flask by
adding 1 milliliter of the sulfuric acid
solution through the funnel. Adjust
burner flame and distill over approxi-
mately 20 milliliters of distillate into an
Erlenmeyer flask in about 20 minutes,
adding water through the funnel as
necessary. It is important to keep the
liquid volume in the acetyl flask around
2 milliliters to 3 milliliters in order to
obtain a quantitative recovery of the
acetic acid. Collect a second fraction of
distillate, about 10 milliliters in volume.
As the second fraction is distilling, proc-
. ess the first fraction. Heat the first frac-
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tion and boil gently about 20 seconds. of triacetyloleandomycin, 111 milligrams
Add a few drops of BaCl. solution to -of sulfadiazine, 111 milligrams of sulfa-
check if any sulfate was distilled over. merazine, and 111 milligrams of sulfa-
If the sulfate is present, discard and re- methazine. The moisture content is not

‘peat the whole determination. If the more than 5 percent. The tablets shall

sulfate is absent, immediately titrate the disintegrate within 1 hour. The triace-
solution with the 0.015N NaOH solution tyloleandomycin used conforms to the
to a faint-pink endpoint, using one drop standards prescribed by § 148m.2(a) 1.
of phenolphthalein solution as the indi- Each other substance used, if its name
cator. Repeat the above procedure with is recognized in the U.S.P. or N.F., con-
the second fraction. If the second frac- forms to the standards prescribed there-
tion requires less than 0.10 milliliter of for by such official compendium,

the 0.015N NaOH solution and all the (2) Labeling. It shall be labeled in
acetic acid has been distilled over, the de- accordance with the requirements of
termination is completed. If greater §148.3 of this chapter. Its expiration
than this, collect a third fraction of ap- date is 12 months. ) -
proximately 10 milliliters and titrate this _ (3) Requests for certification,; samples.
as before. Total volumes of NaOH used - In addition to the requirements of
and calculate results as follows: § 148.4 of this chapter, each such request
shall contain:

Mililiters of NaOH X NNaOH X 0.043 X 100

—Percent acetyl. (i) Results of tests and assays on:

Weight sample in grams

~ (@) 'The triacetyloleandomycin used in

(9) Crystallinity. Proceed as directed

in § 141a.5(c) of this chapter.

§ 148m.4 Triacetyloleandomycin cap-
sules; triacetyloleandomycin-______
capsules (the blank being filled in
with the established names of the
other active ingredients present in ac-
cordance with paragraph (a) (1) of
this section).

(a) Requirements for cerlification—
(1) Standards of identity, strength, qual-
ity, and purity. Triacetyloleandomycin
capsules are capsules composed of tri-
acetyloleandomycin and one or more
suitable buffers, diluents, binders, lubri-
cants, and colorings. Each capsule con-
tains 125 milligrams or 250 milligrams

of triacetyloleandomycin, The follow- -

ing other drugs may be combined with
triacetyloleandomycin, in the indicated
amounts, per capsule: 121 milligrams
meeeeeee——— Of triacetyloleandomyecin,
120 milligrams of acetophenetidin, 30
milligrams of caffeine, and 150 milligrams
of buclizine hydrochloride.

The moisture content is not more than
5.0 percent. The triacetyloleandomyein
‘used conforms to the standards pre-
scribed by § 148m.2(a) (1). Each. ofther
substance used, if its name is recognized
in the U.S.P. or N.F., conforms to the
standards prescribed therefor by such
official compendium. '

(2) Labeling. It shall be labeled in
accordance with the requirements of
§148.3 of this chapter. Its expiration
date is 12 months.

(3) Request for certification; sam-
ples. In addition to the requirements of
§ 148.4 of this chapter, each such request
shall contain:

(i) Results of tests and assays on:

(a) The triacetyloleandomycin used
in making the batch for potency, toxicity,
pH, residue on ignition, identity, Ry
value, acetyl value (only. if more than
one spot is present in the determination
of Ry value), and crystallinity.

(0) The batch for potency and mois-
ture. - -

(ii) Simplesrequired: )

(@) Triacetyloleandomycin tused in
making the batch: 10 packages, each

making the batch for potency, foxicity,
pH, residue on ignition, identity, Ry value,

tainin: i 1 illi-
con e g approximately 500 milli acetyl value (only if more than one spot

ams. < A Py
gr(b) The batch: A minimum of 30 1 present in the determination of Ry
capsules. value), and crystallinity.

(b) The batch for potency, moisture,
and disintegration time.

(ii) Samples required:

(@) Triacetyloleandomycin wused in
making the batch: 10 packages each con-

(¢) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $0.75 for each capsule in " A P
the sample submitted in accordance with tau(bm)ngaingOEﬁately 500 milligrams.
subparagraph (3) (ii) (&) of this para- oD Fo:aial tests excent disintegration
graph; $4.00 for each immediate con- “fime: A mini " 3%ptabl £ egratio
tainer submitted in accordance with ng) anngilsl}mteo i %ilsn . s
subparagraph (3) (i) (¢) of this para- . .-~ or . disintegration e B
%:gﬂ;’ Sjbgglé%ﬁ eiai;:h ammt: %g?ﬁ (¢) In case of an initial request for
subparagraph (3) (i) (a) of this para- pertiﬁca:tionhfa%l t?ther ingredient used
graph. . . .in making the batch: One package of

p - each containing approximately 5 grams.
Pé(tzzzcg?sgrg;%dﬁ:tggﬁtgé &8351{48&)2 (4) Fees. $0.75 for each tablet in the
() (1) (i) *“  sample submitted in accordance with
) () or (iii), except prepare the subparagraph (3) (ii) (b) (1) of this para-
sam;al: as follows: Plgce a representat_ive graph; $3.00 for all tablets in the sample
?;;n;ng gg dcgg(s)ule_s }r}tg‘sgzaéssaob:)eglrg;% submitted in accordance with subpara-
! millili N graph (3) (ii) (b) (2) of this paragraph;
1sgpropy1 .alcohol. Blend for 3 minutes $4.00 for each immediate container sub-
W,l.th % hlgh-spleed blender; remove amn  ynitted in accordance with subparagraph
aliquot and make the proper estimated (3 j5) (¢) of this paragraph; $5.00 for
dilutions to the prescribed reference con- o0y smmediate container submitted in
centration in C.2M potassium phosphate. ;..ordance with subparagraph (3) (if) (a)
buffer, pH 10.5, if the plate assay method of this paragraph
is used, or in 1 percent potassium phos- ™ )" pesis’and methods of assay—(1)
phate buffer, pH 6.0,.11‘ the turbidimetric Potency. Proceed as directed in
assay is used. Ifs triacetyloleandomycin % 48m 9(h) (1) (i) or (iii), except pre-
i:ont%nt is satisfactory if it contains not .pare the sample as foHOWS',Place a rep-
€55 hgn f9(t)hpercent nor more than 120 * yesentative number of tablets in a glass
percenit of the number of milligrams of plending jar and add 500 milliliters of
sx(;ﬁf:&;%olea%dgmycm that it is repre- gg percent isopropyl alcohol. Blend for

@) Mogggc;m']? ) a dir o 3 minutes with a high-speed blender;
§ 1418.5(2) of thi flocete as directed in  remove an aliquot and make the proper

. oL this chapter. - ) esgimated dilutions to the prescribed
§148m.5 Triacetyloleandomycin - sulfa - reference concentration in 0.2M potas-
diazine - sulfamerazine -in]fam‘::tl;-\ sium phosphate: buffer, pH 10.5, if the
zine tablets. ) plate assay is used, or in 1 percent potas-

. L. sium phosphate buffer, pH 6.0, if the

(a) Requirements for certificalion— turbidimetric assay is used. Its tri-
(1) Standards of identity, strength, acetyloleandomyein content is satisfac-
quality, and purity. Triacetyloleando- ~ fory if it contains not less than 90 percent
mycin-sulfadiazine-sulfamerazine-sulfa- nor more than 120 percent of the num-

-methazine tablets are tablets composed ber of milligrams of triacetyloleandomy-

of triacetyloleandomycin, sulfadiazine,
sulfamerazine, and sulfamethazine, with
one or more suitable buffers, diluents, § 141a.5(a) of thischapter.

binders, lubricants, colorings, and flavor- (3) Disintegration itime. Proceed as
ings. Each'tablet contains 75 milligrams directed in § 141a.9(c) of this chapter.

cin that it is represented to contain.
(2) Moisture. Proceed as directed in

2
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§ 148m.6 Triacetyloleandomycin-phenyl-
propanolamme hydrochloride-pheni-

ramine maleate-pyrilamine maleate«

calcium acetylsalxcylate carbamide
tablets.

(a) Regquirements for certification—
(1) Standards of identity, strengin,
quality, and purity. Triacetyloleando-
mycin-phenylpropanoclamine hydrochlo~
ride - pheniramine maleate - pyrilamine
maleate-calcium acetylsalicylate carba-
mide tablets are tablets composed of tri-
acetyloleandomycin, phenylpropanola-
mine hydrochloride, pheniramine ma-
leate, pyrilamine maleate, and calcium
acetylsalicylate carbamide, with one or
more suitable buffers, diluents, binders,
lubricants, colorings, and flavorings.
Each tablet contains 125 millisrams of
triacetyloleandomycin, 12.5 milligrams
of phenylpropanolamine hydrochloride,
6.25 milligrams of pheniramine maleate,
6.25 milligrams of pyrilamine maleate,
and 382 milligrams of calcium acetyl-
salicylate carbamide. The moisture
content is not more than 5 percent. The
tablets shall disintegrate ‘within 1 hour.
The triacetyloleandomycin wused con-
forms to the -standards prescribed by
§ 148m.2(a) (1). Each other substance
used, if its- name is recognized in the
U.S.P. or N.F,, conforms to the standards
prescribed therefor by such official com-
pendium.

(2) Labeling. It shall be Ilabeled in
accordance with the requirements of
§ 148.3 of this chapfer. Ifs expiration
date is 12 months.

(3) Requests for certification; samples.

- In addition to the requirements of § 148.4
" of this chapter, each such request shall
confain: .

(i) Resulfs of tesis and assays on:

(@} The triacetyloleandomyecin used
in making the batch for potency, toxic-
ity, pH, residue on ignition, idenfity, Ry
value, acetyl value (only if more than
one spot is present in the determination
of Ry value), and crystallinity. -

(b) The bafch for potency, moisture,
and disintegration time.

(ii) Samples required:

(@) Triacetyloleandomycin wused in
making the bafch: 10 packages, each
containing approximately 500 milli-

grams,

(b) The batch: !

(1) For all tests except disintegration
time: A minimum of 3¢ {ablets.

(2) For disintegration time: Six tab-
lets.

(¢) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $0.75 for each tablgt in the
sample submitted In accordance with
svbparagraph (3) (ii) (b) (2) of this par-
agraph; $3.00 for all tablets in the sam-
ple submitted in accordance with
subparagraph (3) (i) (0) (2) of this
paragraph; $4.00 for each immediate
container submitted in accordance with
subparagraph (3) (i) (¢) of this para-
graph; $5.00 for each immiediate con-
tainer submitted in accordance with
subparagraph (3) (il) (@) of this para-
graph.

(b) Tests and methods of assay—(1)
Potency. Proceed as directed in § 148m.2
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(b) (1) (i) or (iii), except prepare the
sample as follows: Place a representative
number of tablets in a glass blending jar

-and add 500 milliliters of 80 percent iso-

propyl aleohol. Blend for 3 minufes with
a high-speed blender; remove an aliquot
and make the proper estimated dilutions
to the prescribed reference concentra-
tion in 0.2M potassium phosphate buffer,
D 10.5, if the plate assay is used, or in
1 percent potassium phosphate buffer,

DH 6.0, if the turbidimetric assay is used..

Its triacetyloleandomycin content is sat-
isfactory if it contains noft less than 90
percent nor more than 120 percent of
the number of milligrams of triacetylole-
andomycin that it is represented to con-
tain.

(2) Moisture. Proceed as directed in
§ 141a.5(a) of this chapter.

(3> Disintegration time.
directed in § 141a.9(c) of this chapter.

§ 148m.7 Tnacetyloleandomycm oral
suspension; trxacetyloleandomycm-
______ oral suspension (the blank
being filled in with the established
names of the other active ingredients
present in accordance with paragraph
(a) (1) of this section).

(a) Requirements for certification—
(1) Standards of identity, strengih,
quality, and purity. Triacetyloleando-
mycin oral suspension is friacetylolean-
domycin and one or more suitable

" buffers, dispersants, flavorings, colorings,

and preservatives, suspended in a suit-
able and harmless vehicle. Each milli-
liter contains 25 milligrams of triacetyl-
oleandomycin. The following other
drugs may be combined with triacetyl-
oleandomycin oral suspension in the
indicated amounts per milliliter:

(i) 33 milligrams of sulfadiazine, 33

milligrams of sulfamerazine, and 33 milli-
" grams of sulfamethazine; or

(ii) 2.5 milligrams of phenylpropa-
nolamine hydrochloride, 1.25 milligrams
of pheniramine maleate, 1.25 milligrams
of pyrilamine maleate, 30 millisrams of
acetaminophen.

Its pH is not less than 5.0 and not more
than 8.0. The triacetyloleandomycin
used conforms to the standards pre-
scribed by § 148m.2(a) (1). Each other
substance used, if its name is recognized
in the U.S.P. or N.F.,, conforms to the

- standards prescribed therefor by such
. official compendium.

(2) Labeling. It shall belabeled in ac-

- cordance with the requirements of

§ 148.3 of this chapter.
dateis 12 months.

(3) Requests for certification; samples.
In addition to the requirements of
§ 148.4 of this chapter, each such request
shall contain:

(i) Results of tests and assayson:

(a) The triacetyloleandomycin used in
making the batch for potency, toxieity,
moisture, pH, residue on ignition, iden-
tity, Rr value, acetyl value (only if more
than one spot is present in the determi-
nation of Ry value), and crystallinity.

(b) "The batch for potency and pH

(iii) Samples required:

(@) Triacetyloleandomycin wused in
making the batch: 10 packages each con-~
taining approximately 500 milligrams.

Its expiration

Proceed as’
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(b} The batch: A minimum of five im-~
- mediate containers.
- (¢) In case of an initial request for
certification, each other ingredient used
-in making the bafch: One package of
each containing approximately 5 grams.
(4) Fees. $4.00 for each immediate
container in the samples submitted in ac-
cordance with subparagraph (3) (i) (&
and (¢) of this paragraph; $5.00 for each
immediate container in the sample sub-
mitied in accordanes with sutbparagraph
(3) (iD) (@) of this paragraph.
(b) Tests and methods of assgy—(1)
Potency. Proceeds as directed in § 148m.2

~(b) (1) (i) or (iii), except prepare the

sample as follows: Transfer an appro-
priate sample (usually from 1.0 milliliter
to 5.0 milliliters) to a 100-milliliter vol-
umetrie filask and dilute to mark with 80
percent isopropyl alcohol-water solu-

-tion. Purther dilute an aliquot of this

solution to the prescribed reference con-
centration in 0.2M potassium phosphate
buffer, pH 10.5, if the plate assay is used,
or in 1 percent potassium phosphate
buffer, pH 6.0, if the turbidimetric assay
is used. Its triacetyloleandomycin con-
tent is satisfactory if it contfains not
less ‘than -90 percent nor more than 120
percent of the number of milligrams of
triacetyloleandomycin that it is repre-
sented to contain.

(2) pH. Proceed as directedin § 141a5
(b) of this chapter, using the undilted

- sample.

§148m.8 Trxacetyloleandomycin for
oral suspension.

(a) Requzrements for certzﬁcatzon—
(1) Standards of identity, strengtih,
quality, and purity. Triacetyloleando-
myecin for oral suspension is triacetylo-
leandomycin with suitable buffers, dis-
persants, preservatives, colorings, and
flavorings. When the suspension is pre-
pared as directed in its labeling, each
milliliter contains 25 milligrams of tri-
acetyloleandomycin, except if it is for
pediatric use each milliliter contains 100
millisrams of triacetyloleandomycin.
Its moisture content is not more than 2
percent. The pH of the suspension,
when prepared as directed in its labeling,
is not: less than 5.0 and not more than 7.0.
The triacetyloleandomycin used con-

. forms to the standards prescribed by

§148m.2(a) (1). Each other substance
used, if its name is recognized in the
U.SP. or N.F., conforms to thie standards
prescribed therefor by such official com-
pendium.

(2) Labeling. It shall be labeled in
accordance with the requirements of
§ 1483 of this chapter. Its expiration
date is 12 months.

(3) Requests for certification; samples.
In addition to the requirements of § 148.4
of this chapter, each such request shall
contain:

(1) Results of tests and assays on:

-(a) The ftriacetyloleandomycin wused
in making the batch for potency, toxic-
ity, meoisture, pH, residue on ignition,
identity, Rs value, acetyl value (only if
more than one spot is present in the de-
.termination of R; value), and crystal-
linity.

(b) The batch for potency, moisture,
and pH.

(ii) Samples required:
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(@) Triacetyloleandomyecin wused _in
making the batch: 10 packages, each
containing approximately 500 milli-

grams. .

(0) Thebatch: A minimum of five im-
mediate containers.

(¢) In case of an initial request for
certification, each other ingredient used
in making the batch: One package or
each containing approximately 5 grams.

(4) Fees. $4.00 for each immediate
container in the samples submitted in
accordance with subparagraph (3) (ii)
(B and (c¢) of this paragraph; $5.00 for
each immediate container in the sample
submitted in accordance with subpara-
graph (3) (ii) (@) of this paragraph.

(b) Tests and methods of assay—(1)
Potency. Proceed as directed in § 148m.2
(b) (1) (D) or (iii), except prepare the
sample as follows: Reconstitute the drug
as directed in the labeling. Transfer'an
appropriate sample- (usually 1.0 milli-

Liter) to a 100-milliliater volumetric flask

and dilute to mark with 80 percent iso-
propyl alcohol-water solution. Further
dilute an aliquot of this solution to the
prescribed reference concentration in

0.2M potassium phosphate buffer, pH -

10.5, if the plate assay is used, or in 1
percent potassium phosphate buffer, pH
6.0, if the turbidimetric assay is used.
Tts triacetyloleandomycin content is sat~
isfactory if it contains not less than 90
percent nor more than 120 percent of
the number of millisrams of triacetylo-
leandomycin that it is represented to
contain.

(2) Moisture. Proceed as directed in-
§ 141a.5(a) of this chapter,

(3) pH. Proceed as directed in
§ 141a.5(b) of this chapter, except use
the suspension obtfained after consti~
tuting the drug as directed in its labeling,

§ 148n.25  Oxytetracycline hydrochlo-
ride-hydrocortisone aerosol topical.

(a) Requirements for certification—
(1) Standards of identity, strength, qual-
iy, and purily. Oxytetracycline hydro-
chloride-hydrocortisone areosol topical is
oxytetracycline hyrochloride and hy-
drocorfisone in a suitable ointment base,
packaged with one or more suitable inert
gasgases. Each spray pack contains 300

milligrams of oxytetracycline and 100 -

milligrams of hydrocortisone. The mois-
ture content is not more than 1.0 percent.
The oxytetracycline hydrochloride used
conforms to the standards prescribed by
§ 148n.2(a) (1) @), (vi), (vil), (viii), and
(ix). Each other ingredient used, if its
name is recognized in the U.S.P. or N.F.,
conforms to the standards prescribed
therefor by such official compendium.

(2) Labeling. Itshall belabeledinac-
cordance with the requirements of
§ 148.3 of this chapter. Its expiration
- date is 12 months,

(3) Requests for certification; sam-
ples. In addition to the requirements
of § 148.4 of this chapter, each such re-
quest shall contain:

(i) Results of tests and assays on:

(a) The oxytetracycline hydrochlo-
ride used in making the batch for po-
teney, moisture, pH, absorptivity, iden-
tity, and crystallinity.

(b) The batch for potency and mois-
ture. -
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(ii) Samples required:
(@) . The oxytetragycline hydrochloride

. used in making the batch: 10 packages,

each containing approxzimately 300
illigr 9
(b) The batch: A minimum of five
immediate containers.

(¢) In case of an initial request for
certification each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $4.00 for each immediate
container or package in the samples sub-
mitted in accordance with subparagraph
(3) (D) (@), (b, and (¢) of this para-
graph. i

(b) Tests and methods of assay—(1)
Potency. Proceed as directed in § 148n.1
() (1) @ or (ii), except prepare the
sample for assay as follows: Remove the
cap and plastic spray tip from the aerosol
can. Attach a 10-inch length of suitable
plastic tubing over the nozzle of the
aerosol can. Shake the can gently two
or three times, place the free end of the
tubing into a 400-milliliter beaker, hold
the can in an upright position and de-
press the nozzle. Empty the entire con-
tents into the beaker. Carefully evap-
orate any residual propellant by heating
the beaker over a .steam bath. - Rinse
the tubing with a minimum amount of
ethyl alcohol and add it to the contents
in the beaker. Transfer the contents
of the beaker with three 10-milliliter
portions of ethyl alcohol to a 1-liter
volumetric flask. Bring to volume with
0.1N hydrochloric acid and mix well.
Filter 40 to 50 milliliters of this stock
solution through a double thickness of
filter paper, discarding the first 20.milli~
liters of filtrate. Remove an appropriate
aliquot of the remaining filtrate and,
using 0.1 potassium phosphate buffer,

pH: 4.5, make proper estimated dilutions -

to the prescribed reference concentra-
tion. Its content of oxytetracycline is
satisfactory if it contains not less than

"90 percent and not more than 120 per-

cent of the number of milligrams of oxy-
tetracycline that it is represented to
contain, . -

(2) Moisture. Proceed as direeted in
§ 141b.117(¢) of this chapter.

§148n.26 Oxytetracycline hydrochlo--
ride-polymyxin B sulfate-hydrocorti-
* sone aerosol topical, ’

(a) Requiremenis jor certification—
(1) Standards of identily, strength, qual-
ity, and purity. . Oxytetraeycline hydro-

chloride-polymyxin B sulfate-hydrocor-.

tisone aerosol topical is oxytetarcycline
hydrochloride, polymyxin B sulfate, and
hydrocortisone in a suitable ointment
base, packaged with one or more suitable
inert gases. REach spray pack contains

300 milligrams of oxytetraeyline, 100,000 -

units of polymyxin B, and 100 milligrams
of hydrocortisone. The moisture content
is not more than 1.0 percent. The oxy-
tetracycline hydrochloride used conforms
to the standards prescribed by § 148n.2
(@) () @), (vD, (vii), (viii), and (x).
The polymyxin B sulfate used conforms
to the standards prescribed by § 148p.1
(@) (1) @), (v), (vi), (vil), and (x) of
this chapter.
used, if its name is recognized in the
USP.or N.F., conforms to the standards

I

Each other ingredient °

prescribed therefor by such official com-
pendium, o

(2) Labeling. Xt shall be labeled in ac-
cordance with the requirements of § 148.3
of this chapter. Its expiration date is 12
months.

(3) Requests for certification; samples.
In addition to the requirements of § 148.4
of this chapter, each such request shall
contain: '

(i) Resulis of tests and assays on:

(a) The oxytetracycline hydrochloride
used in making the batch for potency,
moisture, pH, absorptivity,.crystallinity,
and identity.

(b) The polymyxin B sulfate used in
making the batch for potency, moisture,
pH, residue on ignition, and identity.

(¢) The batch for oxytetracycline con-
tent, polymyxin content, and moisture.

(ii) Samplesrequired:

(a) The oxytetracycline hydrochloride
used in making the batch: 10 packages,
each containing approximately 300 mil~
lgrams. .

. (b) The polymyxin B sulfate used in
making the batch: 10 packages, each
containing approximately 300 milli~
(¢) The batch: A minimum of six im-
mediate containers. :

(d) In case of an initial request for
certification, each ofher ingredient used
in making the batch: Cne package of
each containing approximately 5 graims.

(4) Fees. $5.00 for each immediate
container in the sample submitted in ac-
cordance with subparagraph (38)(ii) (¢)
of this paragraph; $4.00 for each package
in the samples submitted in accordance
with subparagraph (3) (ii) (@), (b), and
(@) of this paragraph. *

(b) Tests and methods of assay—(1)
Potency—(1) Ozytetracycline content.
Proceed as directed in § 148n.25(b) (1) of
this chapter. The content of oxytetra- '
cycline is satisfactory if it is not less than
90 percent and not more than 120 per-
cent of the number of milligrams of
oxytetracycline that it is represented to
contain,

(i) Polymyxin conient. Remove the
cap and plastie spray tip from the aerosol
can, Attach a 10-inch length of suif-
able plastic tubing over the nozzle and
shake the can gently, Place the free end
of the tubing into a beaker of suitable
size, hold the can upright, and depress
the nozzle until the contents_are com-
Dletely emptied into the beaker., Care-
fully evaporate any residual propellant
by heating the beaker over a steam bath,
Proceed as directed in § 148n.20(b) (1)
(ii) (@) or (b), except in lieu of weighing
1 gram of the sample, use the entire con-
tent§ obtained. The content of poly-
myxin is satisfactory jif it contains not °
less than 90 percent and not more than
135 percent of thé number of units of
%Jo.lymyxin that it is represented to con-

ain.,

(2) Moisture. Proceed as directed in
§ 141b.117(c) of this chapter.

§148n.27 Oxytetracycline hydrochlo-
ride-polymyxin B sulfate topical
powder.

(a) Requirements for certification—

(1) Standards of identity, strength, qual-

ity, and purity. Ogxytetracycline hydro-
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chlonde—polymyxm B ‘sulfate toplcal
powder is oxytetracycline hydrochloride
and polymyxin B sulfate with a suitable
filler. Each gram contains 30 milligrams
of oxytetracycline and 10,000 units of
polymyxin B. The moisture content is
not more than 2.0 percent. The oxytet-
racycline hydrochloride used conforms
to the standards prescribed by § 148n.2
(a) (1) @), (vi), (viD), (viiQ), and (x).
The polymyxin B sulfate used conforms
to the standards prescribed by § 148p.1
@)1 @, W, i), (viD), and (ix) of
this chapter. Each other substance
used, if its name is recognized in the
U.S.P. or N.F., conforms to the standards
prescribed therefor by such. official
compendium,

(2) Labeling. EBach package shall

bear on its label or labeling, as herein- .

.after indicated, the following:

(i) On the label of the immediate con-
tainer and on the outside .wrapper or
container, if any:

(a) Thebatch mark.

(b) The name and quantity of each

active ingredient contained in the drug.

(¢) An expiration date that is 12
months after the month during which
the batch was certified.

(ii) On the label of the immediate
container or.other labeling attached to
-or within the package, adequate direc-
tions for lay use of the drue.

(3) Requests for certification; samples.
In addition to the requirements of § 148.4
of this chapter, each such request shall
contain:

(1) Results of tests and assays on:

(a) The oxytetracycline hydrochloride
used in making the batch for potency,
moisture, pH, absorptivity, crystallinity,
and identity.

-(b) The polymyxin B sulfate used in
making the batch for potency,-moisture,
pH, residue on ignition, and identity. *

(¢) The batch for oxytetracycline con-
tent, polymyxin content, and moisture.

(ii) Samples required:

(@) The oxytetracycline hydlochlomde
used in making the batch: 10 packages,
each containing approximately 300 mil-

-ligrams.

(b) The polymyxin B sulfate used in
making the batch: 10 packages, each
containing approximately 300 millisrams.

(¢) The batch: A minimum of six im-
mediate containers.

(d) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $5.00 for each immediate
container in the sample submitted in ac-
cordance with subparagraph (3) (i) (¢)
of this paragraph; $4.00 for each pack-
age in the samples submitted in accord-
ance with subparagraph (3) (i) (@), (b),
and (d) of this paragraph.

() Tests and methods of assay—(1)
Potency—(1) Ozytetracycline content.
Proceed as directed in § 148n.1(b) (1)
(1) or (iD), except prepare the sample for
assay as follows: Place an accurately
weighed representative portion in a
1-liter volumetric flask, dissolve, and
dilute to volume with 0.1N hydrochloric
acid. Make the proper estimated dilu-
tions of an aliquot- of the stock solution
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to the prescribéd reference concentration
in 0.1M potassium phosphate bufier, pH

4.5. The content of oxytetracycline is

satisfactory if it is not less than 90 per-
cent and not more than 120 percent of
the number of milligrams of oxytetracy-
cline that it is represented to contain.
(i) Polymyzin content. Proceed as
directed in § 148p.1(b) (1) of this chapfer,
except prepare the sample for assay by
either of the following methods:
- (@) Accurately weigh approximately
1 gram of the powder and place in a
50-milliliter centrifuge tube. Add 15
milliliters of butyl alcohol and 1 drop
of concentrated hydrochloric acid. Stir
well. Add 20 milliliters of butyl alcohol
and centrifuge for 10 minutes at 3,000
revolutions per minute. Decant the su-
pernatant liquid and add 15 milliliters of

acetone and 1 drop of concentrate hydro-_

chloric acid to the residue. Stir well.
Add 20 milliliters of acetone and centri-
fuge for 10 minutes at 3,000 revolutions
per minute. Decant the supernatant
liquid and repeat the acetone-acid ex-
traction once more. Dissolve and dilute
the residue with sufficient 10 percent
potassium phosphate buffer, pH 6.0, to
give a stock solution of convenient con-
centration. Remove an aliqguot and make
proper estimated dilutions to the pre-
scribed reference concentration with 10
percent potassium_ phosphate buffer,
pH 6.0. °

(b) Place the accurately weighed sam-
ple in a filter funnel with a solvent-re-
sistant membrane filter of 1.5x porosity.
Wash the powder with five 20-milliliter
portions of acetone or until yellow color
has disappeared. Remove the filter and
soak in an adequate volume of 10 per-
cent potassium phosphate buffer, pH 6.0.
Quantitatively transfer to a 100-mi11i1iter
volumetric flask and adjust to volume
with 10 percent potassium phosphate
buffer, pH 6.0. Make proper estimated
dilutions with 10 percent potassium
phosphate buffer, pH 6.0, to the pre-
seribed reference concentration.

The content of polymyxin is satisfac-
tory if it is not less than 90 percent and
not more than 120 percent of the number
of units of polymyxin that it is repre-
sented to contain.

(2) Moisture. Proceed as directed in

§ 141a.5(a) of this chapter.

§148n.28 Oxytetracycline hydrochlo-
nde—polymyxm B sulfate-benzocaine
for otic sélution.

(a) Requirements for certification—
(1> Standards of identity, strength, qual-
ity, and purity. Oxytetracycline hydro-
chloride~-polymyxin B sulfate-benzocaine
for otic solution is a dry powder of oxy-
tetracycline hydrochloride and polymyx-
in B sulfate, packaged in combination
with a suitable diluting solution which
contains benzocaine and a preservative.
‘When prepared as directed in the label-
ing, each milliliter contains 5.0 milli-
egrams of oxytetracycline, 10,000 units of

.polymyxin B, and 50 milligrams of

benzocaine. The moisture content of
the powder is not more than 3.0
percent. The oxytetracycline hydro-
chloride used conforms to the standards
prescribed by §148n.2(a) (1) &), (vi),
(vil), (viiD), and (ix). The polymyxin
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B sulfate used conforms to the standards
prescribed by §148p.1(a)(1) @D, (W),
(vi); (vii), and (@x) of this chapter.
Each other ingredient used, if its name
is recognized in the U.SP. or N.F,, con-
forms to the standards prescribed there-
for by such official compendium.

. (2) Labeling. It shall be labeled in
accordance with the requirements of
§148.3 of this chapter. Its expiration
dateis 12 months.

(3) Requests jor certification; sam-
ples. In addition to the requirements of
§ 148.4 of the chapter, each such request
shall contain: -

(1) Results of tests and assays on:

(a) The oxytetracycline hydrochloride
used in making the batch for potency,
moisture, pH, absorptivity, crystallinity,
and identity.

() The polymyxin B sulfate used in
making the batch for potency, moisture,
pH, residue on ignition, and identity.

(c) The batch for oxytetracycline con-
tent, polymyxin content, and moisture
content of the powder.

(ii) Samplesrequired:

(a) The oxybetracycline hydrochloride
used in making the batch: 10 packages,
each containing approximately 300 mil-
ligrams.

(b) The polymyxin B sulfate used in
making the batch: 10 packages, each con-
taining approximately 300 milligrams.

(¢) The batch: A minimum of seven
immediate containers.

(@) In case of an initial request for
cerfification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $5.00 for each immediate
container in the sample .submitted in
accordance with subparagraph (3) (i)
(¢) of this paragraph; $4.00 for each

-package in the samples submitted in ac-
cordance with subparagraph (3) (iD (a),
(), and (d) of this paragraph.

(b) Tests and methods of assay—(1)
Potency—(i) Oczytetracycline conlent.
Proceed as directed in § 148n.1(b) (1) ()
or (ii), except prepare the sample for
assay as follows: Reconstitute as directed
in the labeling. Dilute 5.0 milliliters of
‘this reconstituted sample to a volume of
100 milliliters with 0.1N hydrochloric
acid. Make proper estimated dilutions
to the prescribed reference concentration
with 0.1M potassium phosphate buffer,
pH 4.5. The content of oxytetracycline
is satisfactory if it is not less than 90
percent and not more than 120 percent
of the number of milligrams of oxytetra-
cycline that it is represented to contain.

(il) Polymyxzin content. Proceed as
directed in § 148n.27(b) (1) (i) (a) or
(b), except use the entire contents of the
powder from each vial fested. Recon-
stitute a separate vial as directed in the
labeling, measure the total volume that
can be withdrawn, and, from the poly-
myxin content of the powder, calculate
the number of units per milliliter. The
content of polymyxin is satisfactory if it
is not less than 90 percent and not more
than 120 percent of the number of units
of polymyxin that it is represented to
contain.

(2) Moisture. Proceed as directed in

§ 141a.5(a) of this chapter.
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§ 148n.29 Oxytetracycline hydrochle-
ride-polymyxin B sulfate vaginal tab-
Jets.

(a) Requirements for certification—
(1) Standards of identity, strengin,
quality, and purity. Oxytetracycline hy-
drochloride-polymyxin B sulfate vaginal
tablets are tablets composed of oxytetra~
cycline hydrochloride and polymyxin B
sulfate, with one or more suitable dilu-
ents, binders, lubricants, and preserva-
tives. Each tablet contains™100 milli-
grams of oxytetracycline and 100,000
units of polymyxin B. The moisture
content is not more than 3.0 percent.
The oxytetracycline hydrochloride used
conforms to the standards preseribed by

. §148n.2(a) (1) (1, (vD), (viD), (viil), and
(ix). The polymyxin B sulfate used con-
forms to the standards prescribed by
§ 148p.1(@) (1 @, (W, D, (viD, and
(ix) of this chapter. Each other ingre-
dient; used, If its name Is recognized in
the U.S.P. or N.F., conforms to the stand~
ards prescribed therefor by such official
compendium.

(2) Labeling. Tt shall be labeled in ac-
cordance with the requirements of § 148.3
of this chapter. Its expiration date is 12
months,

(3) Requests for certzﬁcatzon samples
In addition to the requirements of § 148.4
of this chapter, each such request shall
contain:

(i) Results of tests and assays on:

(@) The oxytetracycline hydrochloride
used in making the batch for potency,
molsture, pH,-absorptivity, crystallinity,
and identity.

(D) The polymyxin B sulfate used in
making the batch for potency, moisture,
pH, residue on ignition, and identity.

(¢) The batch for oxytetracycline con-
tent, polymyxin content, and moisture.

(i) Samples required:

(a) The oxytetracycline hydrochloride
used In making the batch: 10 packages,
each containing approximately 300 milli-
grams. -

(b) The polymyxin B sulfate used in
making the baich: 10 packages, each
containing approximately 300 milli-
grams. -

(c) The batch:
tablets. .

(@) In case of an initial request for
certification, each other ingredient used.
in making the baftch: One package of

each containing approximately.5 grams.
) (4) Fees. $1.00 for each tablet in the
sample submitted in accordance with
subparagraph (3) (ii) (¢) of this para-
graph; $4.00 for each package in the
samples submitted in accordance with
subparagraph (3) (i) (@, (b), and (d)
of this paragraph.

(b) Tests and methods of assay—-(l)
Potency— (i) Oa:ytetmcyclzne content.
Proceed as directed in §148n.1(b) (1)
(i) or (ii), except prepare the sample as
follows: Place a representative number
of tablets In a glass blending jar and
blend 3 to 5 minutes with an appropriate
volume of 0.IN hydrochloric acid to give
a stock solution of convenient concentra-
tion. Its content of oxytetracycline is -
satisfactory if it contains not less than
90 percent and not more than 120 per-
cent of the number of milligrams of oxy-

f& minimum of 30
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tetracycline that it is represented to con~
tain.

(i) Polymyxin conieni. Proceed as
directed in $§148n.27(b) (D () (@) or
(b), using the finely powdered material
from a representative number of tablets.
Its content of polymyxin is satisfactory
if it confains not less than 90 percent
and not more than 120 percent of the
number of units of polymyxin that it is
represented to contain.

(2) Moisture. Proceed as directed in
§ 141a.5(a) of this chapter.

§ 148p.7 Polymyxin B: sulfate-gramici-

din-hydroxyamphetamine hydrobro-

_ mide - methapyrilene hydrochloride
nasal solution.

_ (a) Reguirements for certification—
(1) Standards of identity, strengih,
quality, and purity. Polymyxin B sul-
fate - gramicidin - hydroxyamphetamine
hydrobromide - methapyrilene hydro-
chloride nasal solution is a solution con-
taining, in each milliliter, 500 units of
polymyxin B, 0.05 milligram of grami-
cidin, 10.0 milligrams of hydroxyam-°
phetamine hydrobromide, and 2.0 milli-
grams of methapyrilene hydrochloride.
It contains one or more suitable solvents,
surfactants, buffers, colorings, and pre-
servatives. Its pH is not less than 5.0
and not more than 6.0. The polymyxin
B sulfate used conforms to the standards
of §148p.1(a)(1) "), Gw), «(vi), (vid),
and (ix). The gramicidin used con-’
forms to the standards of § 148f.1(a) (1)
), Gb, 4w, V), and (vi) of this chap-
ter. Xach other substance used, if its
name is recognized in the U.S.P. or N.F,,

"conforms to the standards prescribed

therefor by such official compendium.

(2) Labeling. BEach package shall
bear on its label or labeling, as herein-
after indicated, the following:

(i) On the label of the immediate

container and on the outside wrapper or
container, if any:

(a) The baich mark. .

(b) The name and quantity of each
active ingredient contained in the drug.

(&) An expiration date thet is 12
months after the month during which
the batch was certified. .

(i) On the label of the immediate
container or other labeling attached to
or within the package, adequate direc-
tions for lay use of the drug. .

(3) Requests for certification; sam-
ples. In addition to the requirements
of § 148.4 of this chapter, each such re-
quest shall contain:

(1) Results of tests and assays on:

(¢) The polymyxin B sulfate used in
making the batch for potency, toxicity,
pH, residue on ignition, and identity.

(by The gramicidin used In making
the batch for potency, toxicity, residue
on ignition, melting point, identity, and
crystellinity.

(¢) The baich for: Polymyxin con-
tent, gramicidin content, and pH.

(i) Samples required: .

(e) The polymyxin B sulfate used in
making the batch: 10 packages, each
containing approximately 300 - milli-
grams,

(b) The gramicidin used in making
the batch: 10 packages, each containing
approximately 500 milligrams,

(¢) The batch: A minimum of six im-
mediate containers.

(d) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees.” $5.00 for each immediate
container in the sample submitted in
accordance with subparagraph (3) (ii)
(¢) of this paragraph; $4.00 for each
package submitied in accordance with
subparagraph (3) (i) (@), (b), and (@)
of this paragraph.

(b) Tests and methods of assay—(1)
Potency—(1) Polymyxin content. Re-

-move an accurately measured represent-

ative portion and dilute with 10 percent
potassium phosphate buffer, pH 6.0, to
give a stock solution of convenienf; con-
centration, Further dilute with 10 per-
cent potassium phosphate buffer, pH 6.0,
to a reference concentration of 10 units
of polymyxm per milliliter. Proceed as
directed in § 148p.1(b) (1), except add
300 milligrams of thioglycolic acid fo
each liter of agar used for the seed layer.
The polymyxin content is satisfactory if
it is not less than.90 percent and not
more than 125 percent of the number of
units of polymyxin that it is represented
to contain. .

(i) Gramicidin content.. Proceed as
directed in § 148£.1(b) (1) of this chap-
ter, except prepare the sample for assay
as follows: Remove an accurately meas<
ured representative portion and dilute
with 95 percent alcohol to give a stock
solution of convenient concentration.
Further dilute with 95 percent alcohol to
the prescribed reference concentration.
The content of gramicidin is satisfactory
if it is not less than 90 percent and not
more than 125 percent of the number of
millisrams of gramicidin that it is rep-
resented to contain.

(2) pH. Proceed as directed In
§ 141a.5(b) of this chapter, using the
undiluted sample.

§ 148r.2 Tyrothricin solution,

(a) Requirements for certification—
(1) Siendards of identity, sirength, qual-
ity, and purity. Tyrothricin solution is
tyrothricin and a suitable preservative
dissolved in a vehicle of alcohol and pro-
pylene glycol. Each milliliter contains
25 milligrams of tyrothricin., 'The pH
of g solution prepared by mixing 1 milli-
liter of the concentrate with 49 milliliters
of distilled water is not less than 5.0 and
not more than 6.5. The tyrothricin used
conforms to the standards prescribed by
§ 148r.1(a) (1). Each other substance
used, if its name is recognized in the
U.S.P. or N.F., conforms to the stand-
ards prescribed therefor by such official
compendium.

(2) Labeling. It shall be labeled in
accordance with § 148.3 of this chapter.
Its expiration date is 12 months. -

(3) Requests for certification; sam-
ples. In addition to the requirements
of § 148.4 of this chapter, each such re-
quest shall contain:

(i) Results of tests and assays on:

(a) The tyrothricin used in making
the batch-for potency, moisture, and
identity.

(b) The batch for potency and pH.’
(i) samples required:
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(a) The tyrothricin used in making
the batch: Five packages, each contain-
ing approximately 300 milligrams.

(b) The batch: A minimum of five
immediate containers.

(c) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 1 gram.

(4) Fees. $4.00 for each immediate
container or package in the samples sub-
mitted in accordance with subparagraph
(3) (i) of this paragraph.

(b) Tests and methods of assay—(1)
Potency. Proeeed as directed in § 148r.1
(b) (1), except prepare the sample for
assay as follows: Transfer the contents
of a vial to a 1,000-milliliter volumetric
flask, adjust to volume with distilled
- water, and mix well. Make proper esti-

mated dilutions of an aliquot to the ref-
erence concentration with 95 percent
alcohol. Its content of tyrothricin is
satisfactory if it-is not less than 90 per-
cent and not more than 130 percent of
*the number of milligrams of tyrothricin
that it is represented to contain.

(2) pH. Proceed as directed in

§ 141a.5(b) of this chapter, except use a
solution prepared by mixing 1 milliliter
of the concentrate with 49 milliliters of
distilled water.

§ 148r.3 Tyrothricin- anhpyrme ~-henzo-
caine-hexylresorcinol otic solution.

(a) Requirements for ceriification—
(1) Standards of identity, strength, qual-
ity, and purity. Tyrothricin-antipyrine-
benzocaine-hexylresorcinol otic solution

is tyrothricin, antipyrine, benzocaine, -~

and hexylresorcinol dissolved in g vehicle
of propylene glycol and glycerin, Each
milliliter contains 0.5 milligrams of ty-
rothricin, 50 milligrams of antipyrine,
12.5 milligrams of benzocaine, and 1.0
milligram of hexylresorcinol. The mois-
ture content is not more than 2.0 per-
cent. The pH is not less than 5.5 and
not more than 7.5. 'The tyrothricin used
conforms to the standards prescribed by
§ 148r.1(2) (1). Each other substance
used, if it$ name is recognized in the
U.S.P. or N.F., conforms to the standards
prescribed by such official compendium.

(2) Labeling. It shall be labeled in
accordance with § 148.3 of this chapter.
Its expiration date is 12 months.

(3) Requests for certification; sam-
ples. In addition to the requirements of
§ 148.4 of this chapter, each such request
shall contain:

(i) Results of tests and assays on:

(@) The tyrothricin used in making
the batch for potency, moisture, and
identity.

(b) The batch for pot;ency, moisture,
- and pH. :

(ii) Samples required:

(a) The tyrothricin used in making
the batch: Five packages, each contain-
ing approximately 300 milligrams.

(b) The batch: A minimum of five
immediate containers.

(¢) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $4.00 for each immediate
container or package in the samples sub-
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mitted in accordance with subparagraph
(3) (ii) of this paragraph.

(b) Tests and methods of assay—(1)
Potency. Proceed as directed in § 148r.1
¢b) (1), except prepare the sample for
assay as follows: Remove an accurately
measured representative portion with a
suitable syringe and appropriately di-
lute with 95 percent alcohol to yield a
stock solution of convenient concentra-
tion. Make proper estimated dilutions
with 95 percent alcohol to the prescribed
reference concentration. Its content of
tyrothricin is satisfactory if it is not
less than 90 percent and not more than
130 percent of the number of milligrams
of tyrothricin that it is represented to
contain.

(2) Moisture. Proceed as directed in
§ 141a.8(b) of this chapter.

(3) pH. Proceed as directed in
§ 141a.5() of this chapter using the un-

,diluted sample.

§ 148r.4 Tyrothricin cream.

(a) Requirements for certification—
(1) Standards of identity, strength, qual-~
ity, and purity. Tyrothricin cream is
tyrothricin, with or without one or more
suitable solvents, surfactants, and pre-
servatives, in a suitable cream base.
Each gram confains 0.5 millisram of
tyrothriein. The tyrothricin used con-
forms to the standards prescribed by
§ 148r.1(a) (1). Each other substance
used, .if its name is recognized in the
U.S.P. or N.F,, conforms to the standards
prescribed therefor by such official com-~

-pendium.

(2) Labeling. Each package shall
bear on its label or labeling, as herein-
after indicated, the following:

(i) On the label of the immediate con-
tainer and on the outside wrapper or
container, if ahy:

(a) The batch mark.

(b) The name and quantity of each
active ingredient contained in the drug.

(¢) An expiration date that is 12
months after the month during which
the batch was certified.

(ii) On the label of the immediate

container or other labeling attached to
or within the package, adequate direc-
tions for lay use of the drug.
" (3) Requests for certification; sam-
ples. In addition to the requirements
of § 148.4 of this chapter, each such re-
quest shall contain:

(i) Results of tests and assays on:

(a) The tyrothricin used in making
the patch for potency, moisture, and
identity.

(b) The batch for potency.

(ii) Samples required:

(a) The tyrothricin used in making
the batch: Five packages, each contain-
ing approximately 300 milligrams. -

() The batch: A minimum of five
immediate containers.

(¢) In case ‘of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $4.00 for each immediate
container or package in the samples sub-
mitted in accordance with subparagraph
(3) (ii) of this paragraph.

(b) Tests and methods of assay;
potency. Proceed as directed in § 148r.1

(1) Standards of identity,
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(b) (1), except prepare the sample for
assay as follows: Transfer an accurately
weighed representative portion to a
separatory funnel and add 25 milliliters
of petroleum ether. Shake the contents
until the cream is dispersed. Add 50
milliliters of 80 percent ethyl alcohol and
shake well. Allow the phases to sepa-
rate. Transfer the alcohol phase to a
second separatory funnel. Add 25 milli-
liters of petroleum ether, shake for 2 or 3
minutes and allow the phases to sepa-
rate. Repeat the extraction again if
necessary. Collect the alcohol layer in
a 100-milliliter volumetric flask, adjust
to mark with 80 percent alcohol, and

.shake well. Make proper estimated dilu~-

tions to the reference concentration with
95 percent alcohol. Its content of tyro-
thricin is satisfacotry if it is not less than
90 percent and not more than 140 per-
cent of the number of milligrams of
tyrothricin that it is represented to
contain.

§ 148r.5 Tyrothricin-methapyrilene hy-
drochloride-benzocaine cream.

Tyrothricin-methapyrilene hydrochlo-
ride~-benzocaine cream conforms to all
requirements and is subject to all pro-
cedures prescribed by § 148r.4 for tyro-
thricin cream, except that each gram of
cream contains 0.25 milligram of tyro-
thricin, 20 milligrams of methapyrilene
hydrochloride, and 20 milligrams of
benzocaine.

-§ 148r.6 Tyrothricin - phenylpropanola-

mine hydrochloride nasal solution,

(a) Requirements for certification—
strength,
quality, and purity. Tyrothricin-phenyl-

“ propanolamine hydrochloride nasal solu~

tion is tyrothricin and phenylpropanol-
amine hydrochloride dissolved in an
aqueous vehicle, with one or more suit-
able solvents, buffer substances, and
colorings. Each milliliter contains 0.2
milligram of tyrothricin and 15 milli-
grams of phenylpropanolamine hydro-
chloride. Ifs pH is not less than 5.5 and
not more than 6.5. The tyrothricin used
conforms to the standards preseribed by
§148r.1(a)(1). Each other substance
used, if ifs name is recognized in the
T.S.P. or N.F,, conforms to the standards
preseribed therefor by such official com-
pendium.

(2) Labeling. Each package shall bear
on its Jlabel or labeling, as hereinafter
indicated, the following:

(i) On the label of the immediate con-
tainer and on fhe outside wrapper or
container, if any:

(a) 'The batch mark.

(b) The name and quantity of each
active ingredient contained in the drug.

(¢) An expiration date that is 12
months after the month during which
the batch was certified.

(ii) On the label of the immediate
container or other labeling attached to
or within the package, adequate direc-
tions for lay use of the drug.

(3) Requests for certification; samples.
In addition to the requirements of § 148.4
of this chapter, each such request shall
contain:

" (1) Results of tests and assays on:
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(@) The tyrothricin used in making
the bafch for potency, moisture, a.‘xfd
identity.

(b) The bhatch for potency and pH. "

(i) Samples required:

(2) The tyrothricin used in making
the batch: Five packages, each contain-
ing approximately 300 milligrams.

(b) The batch: A minimum of five
immediate containers.

(¢) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $4.00 for each immediate
container or packdage in the samples
submitted in accordance with subpara-
graph (3) (ii) of this paragraph.

(b) Tests and methods of assay—(1)
Potency. Proceed as directed in § 148r.3
(b) (1). Tits content of tyrothricin is
satisfactory if it is mot less than 90
percent and nobt more than 120 percent
of the number of milligrams of tyro-
thricin that it is represented to contain.

(2) pH. Proceed as directed in
§ 141a.5(b) of this chapter.

§ 148r.7 Tyrothricin - pantothenyl alco-
hol mouthwash.

- (a) Requirements for certification—
(1) Stendards of identity, strength,
quality, and purity. Tyrothricin-panto-
thenyl aleohol mouthwash is tyrothricin

and pantothenyl alcohol with one or'

more suitable solvents, surfactants,
colorings, and flavorings in an aqueous
vehicle. Each milliliter -contains 0.2
milligram of tyrothricin and 0.2 milli-
gram of pantothenyl alcohol. Its.pH is
not less than 5.0 and not more than 7.0.
The tyrothricin used conforms to the
standards prescribed by § 148r.1(a) ().
Each other substance used, if its name is
recognized in the U.SP. or N.F., con~
forms to the standards prescribed there-
for by such official compendium.

(2) Labeling. Each package shall
bear on its label or labeling, as herein~
after indicated, the following:

() On the label of the immediate
container and on the outside wrapper or
container, if any:

(@) The batch mark,

(b) The name and quantity of each
active ingredient contained in the drug.

(¢) An expiration date that is 12
months after the month during which
the bateh was certified.

(ii) On the label of the immediate
container or other labeling attached to
or within the package, adequate direc-
tions for lay use of the drug.

(3) Requests for certification; samples.
In addition to the requirements of
§ 148.4 of this chapter, each such request
shall contain:

(i) Results of tests and assays on:

(a) The tyrothricin used in making
the batch for potency, moisture, and
identity.

(b) The batch for potency and pH.

(ii) Samples required:

(a) The tyrothricin used in making

the batch: Five packages, each contain- -

ing approximately 300 milligrams.

(b) The batch: A minimum of ﬁve
immediate containers.

(¢) In case of an initial request for
certification, each other ingredient used
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in making the batch: One package of .
each containing approximately 5 grams.

. (4) Fees. $4.00 for each immediate
container or package in the samples sub~
mitted in accordance with subparagraph
(3) (i) of this paragraph. )
" (b)) Tests and methods of assay—(1)
Potency. Proceed as directed in § 148r.3~
() 1), Iis content of tyrothricin is
satisfactory if it is not less than 90 per-
cent and not more than 130 percent of
the number of milligrams of tyrothricin
that it is represented to contain.

(2)- pH., Proceed as directed in
§ 141a.5(b) of this chapter, except use
the undiluted solution.

§ 148r.8 Tyrothricin-benzocaine trochess
tyrothricin-propyl p-axmnobenzoa!e
troches.

(@) Requirements for certification—
(1) Standards of identity, strength,
quality, and purity. Each tyrothricin-
benzocaine troche contains 1.0 milligram
of tyrothricin and 5.0 milliprams of
benzoeaine, with or without one or more
suitable fillers, binders, lubricants, color-
ings, and flavorings. Each tyrothricin-
propyl p-aminobenzoate troche contains
2.0 milligrams of tyrothricin and 2.0
milligrams of -propyl p-aminobenzoate,
_with or without one or more suitable and
harmiless_ fillers, binders, lubricants,
colorings, and flavorings.
content is not more than 1.5 percent.
The tyrothricin used conforms to the
standards preseribed by §:148r.1(a) (1).
Each other substarice used, if its name .
is recognized in the U.SP. or N.F., con-
forms to the standards prescribed there-
for by such official compendium.

(2) Labeling. Each package shall bear
on its label or labeling, as hereinafter
indicated, thefollowing:

(1) On the label of the immediate con-
tainer and on the outside wrapper or
container, if any:

(a) The baich mark.

(b) The name and quantity of each
active ingredient contained in the drug.

(¢) An expiration date that is 12
months after the month during which
the batch was certified.

(ii) On the label of the immediate con~
tainer or other labeling attached to or
within the package, adequate directions
for lay use of the drug.

(3) Requests for certification; sam-
ples. In addition to the requirements of
§ 148.4 of this chapter, each such request
shall contain:

(1) Resulis of tests and assays on:

(a) The tyrothricin used in making
the batch for potency, moisture, and
identity.

(b) The batch for potency and mois-
ture.

(ii) Samples required: -

(a) The tyrothricin used in making
the batch: Five packages, each contain-
ing approximately 300 miiligrams.

- () The batch: A xmmmum of 30
troches.

(¢) In case of an initial request for
certiﬁcation, each other ingredient used
in making the baitch: One package of
each containing approximately 5 grams.

(4) Fees. $0.75 for each troche sub-
mitted in accordance with subparagraph
(3) (ii) (b) of this paragraph; .$4.00 for

~

The moisture”

each package in thé samples submitted
in accordance with. subparagraph (3) (ii)
(a) and (¢) of this paragraph.

(b) Tesis and methods of assay-—-(l)
Potency. Proceed as directed in
§ 148r.1(b) (1), except prepare the sam-
ple for assay as follows: Place a repre-
sentative number of troches into a flask
of suitable size. Add a quantity of 95
percent ethyl aleohol that will give a
stock solution of convenient concentra-
tion. Stopper the flask and place on a
mechanical shaker. Allow to shake until
the troches are dissolved. Make proper
estimated dilutions with 95 percent alco-
hol to the reference concentration. Its
content of tyrothricin is satisfactory if
it is not less than 90 percent and not
more than 140 percent of the number of
milligrams of tyrothricin that it is repre- )
sented to contain.

(2) Moisture. Proceed as directed in
§ 141a.5(a) of this chapter.

§ 148r.9 Tyrothricin - triethanolamine
polypeptide cocoate condensate solu-
llOn.

(a) Reguiremenis for certzﬁcatzon—-
(1) Standards of identity, strength,
quality and purity. Tyrothricin-trieth-
anolamine polypeptide cocoate conden-
sate solution contains, per milliliter, 1.0
milligram of tyrothricin and 120 milli-
grams of triethanolamine polypeptide
cocoate, with one or more suitable sol-

-ubilizing agents, perfumes, buffer-sub-

stances, and preserva.tlves, in distilled
water. Its pH is not less than 5.5 and
not more than 6.5. The tyrothricin used
conforms to the standards prescribed by
§ 148r.1(a) (1). Each other substance
used, if its name is recognized in the
U.S.P. or NF,, conforms to the standards
prescribed therefor by such official
compendium.

(2) Labeling. It shall be labeled in
accordance with § 148.3 of this chapter.
Its expiration date is 12 months.

(3) Requests for certification; sam-
ples. Tn addition to the requirements of
§ 148.4 of this chapter, each such request
shall contain:

(1) Results of tesbts and assays on:

(a) The tyrothricin used in making the
batch for potency, moisture, and identity.

(b) The batch for potency and pH.

(ii) Samples required:

(a) The tyrothricin used- in making
the batch: Five packages, each contain-
ing approximately 300 milligrams.

. (b) The batch: A minimum of five im-
mediate containers.

(¢) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $4.00 for each immediate
container or package in the samples sub-
mitted in accordance with subparagraph
(3) (ii) of this paragraph.

(b) Tests and methods of assay—(1)
Potency. Proceed as directed in § 148r.3
(b) (1). Its content of tyrothricin is
satisfactory if it is not less than 90 per-
cent and not more than 130 percent of
the number of milligrams of tyrothricin
that it is represented to contain.

(2) pH. Proceed as directed in
§ 141a.5(b) of this chapter, using the un-
dituted solution.

i
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§ 148r.10 Tyrothricin-nitrofurazone ad-
hesive bandage.

(a) Requirements for certification—
(1) Standards of identity, strength, qual-
ity, and purity. Tyrothricin-nitrofura-
zone adhesive bandage is a gauze or flan-
nel compress impregnated with tyro-
thricin and nitrofurazone, covered with
a transparent porous material, and af-
fixed to a perforated pliable plastic strip
which is coated on one surface with &
pressure-sensitive adhesive. The folded
gauze compress has dimensions of 7% by
1 irrch, 9% by 1 inch, 2852 by %i¢ inch, or
9% by 354 inch. The flannel compress is
round with a diameter of 10 millimeters.
The bandage is enclosed in a sealed paper
wrapper. Each gram of gauze or flannel
compress contains not less than 0.1 milli-
gram each of tyrothricin and nitrofura-
zone, Itissterile. The tyrothricin used
conforms to the standards prescribed by
§ 148r.1(a) (1). Each other substance
used, if its name is recognized in the
U.S.P. or N.F',, conforms to the standards
prescribed by such official compendium.

(2) Labeling. Bach package shall
bear on its label or labeling, as herein-
after indicated, the following: :

(i) On the label of the immediate con-
tainer and on the outside wrapper or con-
tainer, if any: -

(@) The bafch mark.

(b) The name and quantity of each
active ingredient contained in the drug.

(¢) An expiration date that is 12
months after the month during which
the batch was certified.

(ii) Onthe label of the immediate con-
tainer or other labeling attached to or
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within the package, adequate directions
for lay use.

(3) Requests for certification; sam-
ples. In addition to the requirements of
§ 148.4 of this chapter, each such re-
quest shall contain:

(i) Results of tests and assays on:

(a) The tyrothricin used in making
the batch, for potency, moisture, and
identity.

() The impregnated gauze or fannel
used in making the batch for potency.

(c) The batch for potency and ster-
ility.

(il) Samples required:

(a) The tyrothricin used in making
the batch: Five packages, each contain-
ing approximately 300 milligrams.

(b) The impregnated gauze or fiannel
used in making the batch: Five pieces,
each approximately 1 square yard in
area. -

(¢) The batch: N

(1) For potency testing: 30 bandages
each of the gauze type and of the flannel
type. .

(2) For sterility testing: 10 bandages

of the 34- by 3-inch size from each ster-.

ilizer load or, if such size is not included,
10 bandages of the largest size bandage
from each sterilizer load.

(4) Fees. $4.00 for each sample sub-~
mitted in accordance with subparagraph
(3) (i1) (@) of this paragraph; $6.00 for
each sample submitted in accordance
with subparagraph (3) (i) (b) of this
paragraph; $1.00 for each bandage sub-~
mitted in accordance with subparagraph
(3) (ii) (¢) of this paragraph.

(b) Tests and methods of assay—(1)
Potency. Proceed as directed in § 148r.~

14395

1(b) (1), except prepare the sample for
assay as follows: Dip a representative
number of bandages in g mixture con-
taining equal parts of petroleum ether
and carbon tefrachloride in order fo
remove the compresses. Allow the com-
presses to air dry for 5 minutes. Accur-
ately weigh 0.4 gram of gauze, or 0.1
gram if the compress is composed of
flannel. If the sample is the impreg-
nated gauze or flannel used in making
the bandages, cut out approximately 12
square inches of the material and weigh
it accurately. Place the weighed sample
in a glass-stoppered flask and add suffi-
cient 95 percent ethyl alcohol to give a
stock solution of convenient concentra-
tion. Stopper the flask and place it in
a 37° C. incubator for ¥ hour. Further
dilute the stock solution with sufficient
95 percent ethyl alcohol to obtain the
prescribed reference concentration of
tyrothricin. Ibs content of tyrothricin is
satisfactory if it is not less than 0.1 milli-
gram. per gram of material.

(2) Sterility. TUse 10 bandages of the
34- by 3-inch size and proceed as di-
rected in § 141.2(e) (2) of this chapter
except aseptically remove the paper
wrapper and lift, but do not remove, both
sections of the protective, translucent
plastic strips until the compress is ex-
posed. Place one such bandage into each
of five tubes of medium A and one into
each of five tubes of medium E.

Dated: October 9, 1964.

GEO. P, LARRICK, .
Commissioner of Food and Drugs.

[FR. Doc. 64-10545; Filed, Oct. 16, 1964;
8:45 am.]






